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m ' PMT Corp.« 1500 PARK ROAD ¢ BOX 610 CHANHASSEN, MINNESOTA 55317 USA o 1-800-MANKIND

SAFETY SUMMARY

PMT® METAL LOCATOR
510(k) 911886

The PMT® Metal Locator poses no safetyv threat to the patient or
the user. This device is non-invasive and not subject to steri-
lization. The power source is not capable of putting out harmful
Jlevels of electrical power. The circuit is double insulated so
B®that the minute currents present cannot leak to the patient or
Bphvsician. The relevant specifications of the PMT® Metal Locator
Jare:
Power Source 9 Volt Household Battery
FMaximum Circuit Voltage 9.45 VDC
%Maximum Circuit Current 4.2 mA
gCoil Material Polycarbonate

Case Material Aluminum

Bveisht .5 1b.

™
o

_ Medical - Surgical - Laboratory - Research/Equipment and Supplies
Questions? Contact FDA/CDRH/OCE/DID " at CDRH-FO?S ATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

food and Drug Administration
1390 Piccard Drive

AJG | 2 1991 Rockville MD 20850

Mr. James Cox Re: K911886/A

Project Engineer PMT! Model 3630-1 Metal Locator
PMT' Corporation Regulatory Class: II

1500 Park Road Dated: July 26, 1991

Box 610 Received: August 1, 1991

Chanhassen, MN 55317
Dear Mr. Cox:

We have reviewed your Section 510(k) notification of intent toO market the
device referenced above and we have determined the device is substantially
equivalent to devices marketed in interstate commerce prior to May 28, 1976,
the enactment date of the Medical Device Amendments. You may, therefore,
market the device, subject to the general controls provisions of the Federal
Food, Drug, and Cosmetic Act (Act). The general controls provisions of the
Act include requirements for annual registration, listing of devices, good
manufacturing practice, and labeling, and prohibitions against misbranding and
adulteration.

1f your device 1is classified (see above) into either class II (Special
Controls) or class III (Premarket Approval) it may be subject to such
additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 895, In
addition, the Food and Drug Administration (FDA) may publish furthey
announcements concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does not affect any
obligation you might have under the Radiation control for Health and Safety
Act of 1968, or other Federal Laws or Regulations.

This letter immediately will allow you to begin marketing your device as
described. An FDA finding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device
and permits your device to proceed to the market, but it does not mean that
FDA approves your device. Therefore, you may not promote or in anyway
represent your device Or its labeling as pbeing approved by FDA. If you desire
specific advice on the labeling for your device please contact the Division of
Compliance Operations, Regulatory Guidance Branch (HFZ-323) at (301) 427-1116.
Other general information on your responsibilities under the Act, may be
obtained from the Division of Small Manufacturers Assistance at their toll
free number (800) 638-2041 or at (301) 443-6597.

Sincerely youys,

CECT Sy o
TN R PR S
L4 ' !

Carl A. Larson, Ph.D.
Director
Division of General and
Restorative Devices
office of Device Evaluation
Center for Devices and /

AT
%é-."ii)g_g

Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Memorandum
¢- s

REVIEWER(S) — NAME(S) _ /\/6:( (%{cl,u\ ’ ERN—— /,
510(k) NOTIFICATION /@/ /Y-Xé //4

THE RECORD

It is my recommendation that the subject 510(k) Notification:
/ (A) 1Is substantially equivalent to marketed devices.

(B). Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

(D) Other (e.g., exempt by regulation, not a device,
duplicate, etc.)

Additional Comments:

This 510(k) contains: {check appropriate box(es))
Ei A 510(k) summary of safety and effectiveness, or

[:] A 510(k) statement that safety and effectiveness information
will be made available

[:] The required certification and summary for class I1I devices

The submitter requests under Predicate Product Code w/panel
21 CFR 807.95:%* and class:
No Confidentiality H Pr- 71 /5 Les g I\
Confidentiality for 90 days Additional Product Code(s)

o w/Panel (optional):
Continued Confidentiality
exceeding 90 days

(BRANCHCCHIEF) ' (BRANCH CODE) l (DATE)

FINAL REVIEW: UA ‘ M 8// 7/? A \a
(DIVISION DIRECTOR) (DATE) N Wry/
S

*DOES NOT APPLY TO ANY “SE" DEC% SEQ¥S DY AYATLARLE Revised 5/31/91
Questions? Contact FDA/CDRH/OCE/DID RH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

AUGUST 2, 1991

PMT CORP. 510(k) Number: K911886

ATTN: JAMES COX Received: 08-01-91

1500 PARK ROAD Product: PMT METAL LOCATOR,
BOX 610 MODEL 3630-1

CHANHASSEN, MN 55317

The additional information you have submitted has been received.

We will notify you vhen the processing of this submission has been
completed or if any additional information is required. Please remember
that all correspondence concerning your submission MUST be sent 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.
Because of equipment and personnel limitations we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official.

The Safe Medical Devices Act of 1990, signed on November 28, states that
vou may not place this device into commercial distribution until you
eceive a letter from FDA allowing you to do so. As in the past, we intend
_to complete our review as quickly as possible. Generally we do so within
90 days. However, the complexity of a submission or a requirement for
additional information may occasionally cause the review to extend beyond
90 days. Thus, if you have not received a written decision or been
contacted within 90 days of our receipt date you may want to check with FDA
to determine the status of your submission.

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or at their toll-free
number (800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Robert I. Chissler
Chief, Premarket Notification Section
0ffice of Device Evaluation
Center for Devices and
Radiological Health

=k
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Zj
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) Page - 1
B 9 (] )757 L =SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION
. -~ [
REVIEWER: /l/t‘f'l l (/4 iu\ DIVISION/BRANCH: /)GKﬂ - 6508
TRADE NaME: Am T [%.Lu( 3%~ COMMON NAME: Al oot
PRODUCT TO WHICH COMPARED: W18 (Y4
(510(k) NUMBER IF KNOWN)
YES (NO}
1. 1S PRODUCT A DEVICE? v ] - IF NO STOP
2. DEVICE SUBJECT TO 510(k)? [ - IF NO STOP
3. SAME INDICATION STATEMENT? 1/ H ) - 1IF YES GO TO S
DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW. ISSUES OF SAFETY OR L — A
- Emcnvmssv S el SRR FR H .= |+ -~ IF YES STOP-+
S. SAME TECHNOLOGICAL CHARACTERISTICS? . Lo “ L= - IF YES GO TO 7 -
- . .COULD THE NEW cumcrmsncs AFFECT - : — S
SAFETY OR EFFECTIVENESS" Y TN -"IF YES GO TO 8
7. DESCRIPTIVE CHARACTERISTICS PRECISE /l - IF NO GO TO 18/\
ENOUGH? i ) - IF YES STOP( -
NEW TYPES OF SAFETY OR EFFECTIVENESS : i '
QUESTIONS? _ . E - IF YES STOP -/NE
9. ACCEPTED SCIENTIFIC METHODS EXIST? . [r - IF NO STOP &
10. PERFORMANCE DATA AVAILABLE? " ' - IF NO REQUEST DA<
@ DATA DEMONSTRATE EQUIVALENCE? -

@-NO’I‘E IN ADDITION TO COMPLETING PAGE TWO, “"YES" RESPONSES TO QUESTIONS 4, 6, 8, AN
11, AND EVERY "NO" RESPONSE REQUIRES AN EXPLARATION ON PAGE THREE AND/OR Fou

BEQr CORY LY AR

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov-or 301-796-8118 - g/
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510K MEMO RECORD
DATE: August 5, 1991
TQO: The record, K911886/A.MEM
FROM: Neil R. P. Ogden, Biomedical Engineer, (HFZ-410).

SUBJECT: PMT Corporation has submitted a 510(K) premarket
notification for their PMT Metal Locator, Model 3630-1.

The sponsor wants to introduce this device into interstate
commerce.

Summary:

The PMT Model 3630-1 is a battery powered aluminum and plastic
hand-held electronic metal object locator. The device is indicated
to locate invisible ferrous metals through nonmetallic barriers in
a non-invasive and non-contact manner.

The device will be supplied non-sterile. Instructions for use
are provided. The sponsor claims SE to the McGhan Magnafinder. No
information is available on the McGhan device. I found another
metal locator made by Keeler Optical Products (K781892). The Ll
Keeler device can locate ferrous and non-ferrous metals, and uses
an audible signal when metal is detected. The PMT device has a LED
that lights when the detector is near ferrous metal. The PMT
device is moved over the area where a metal object has been
implanted. As the device nears a metal object the LED is
activated. The device is moved in a cross pattern to locate the
object. The device contact with the patient is not necessary for
the device to locate metal objects.

I spoke with the sponsor, James Cox, on 7-25-91 and asked for
a summary of safety and effectiveness or certification, and more
information about the predicate device to which they are claiming
SE. He said it would be sent out today.

The requested information has been received and reviewed. A
summary of safety and effectiveness was submitted, and—is—adeguate-
Promotional literature for the predicate device was submitted
showing an SE device is on the market.

Recommendation:

I recommend that this application be found SE to the predicate
and that this application be considered complete.

; /(J . ?vi. o ( i
Ple 0T e —

Neil R. P. Ogden Geends
e oy MV e T e e
BESY & / 5
s Y lsppdad
6

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-@%&7 é“
2747

(ol

&
<

nrpo:K911886/A.mem

|
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‘ m ' PMT Corp. e 1500 PARK ROAD ¢ BOX 610 ¢ CHANHASSEN, MINNESOTA 55317 USA e 1-800-MANKIND

“ Ko 1906 /A

July 26, 1991

FDA

Center for Devices and Radiological Health

Cffice of Device Evaluation «
Attn: Mr. Neil Ogden

Document Mail Center HFZ-401 —
1390 Piccard Drive £
Rockville, MD 20850

Dear Mr. Ogden:

Thank you for your call regarding the addicional information reguired
for PMT's 510(K) application (#K911886). Enclosed please find

the twe pieces of information requested Vor complestion of your

investigation.

1. Promotional literature from McMhan Medical Corporation marketing
it's Magna-5Site locating system.

2. A safety summary for PMT's Metal Locator as required by the
- Safe Medical Devices Act of 1990.

Thank you very much for your promt attention in this matter.
Sincerei;;ng/

dﬁ;iiii; Cox
Project Engineer

JC/rgb

cc: Al Iversen, Preecident
Encl.

meeT ANDV AR ADYT

Ppe i

Questions? Conf¥EriBh EWRIGRbCEANBIAY cBrasarehEFUP IS ANS PR or 301-796-8118 7
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‘ m ' PMT Corp. « 1500 PARK ROAD e BOX 610 CHANHASSEN, MINNESOTA 55317 USA o 1-800-MANKIND

SAFETY sUMMARY
PMT® METAL LOCATOR
510(k) 5911886

The PMT® Metal Locator poses no safety threat to the patient or
the user. This device is non-invas:ive and not subject To steril-
lization. The power source is not capable of putting out harmful
levels of electrical power. The circuit is double insulated so
that the minute currents present cannot !eak to the patient or
physician. The relevant specifications ot the PMT® Metal Locator

are:

Power Source 9 Volt Household Battery
Maximum Circuit Voltage 9.45 VDC

Maximum Circuit Current 4.2 mA

Coil Material Polvcarbonate
Case Material Aluminum

Weight .o 1b.

o ey P
Medical - Surgical - Laboratory - Research/Equipment and Supplies X/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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McGhan
BIOSPAN Tissue Expanders C

Style 131 Magna-Site / Oval Profile

We've taken our BIOCELL technology one siep further to create BIOSPAN,
a uniquely textured tissue expander, The all-sificone textured surface allows mild
tissue ingrowth for a more favorable implant/tissue interface.

The BICSPAN fissue sxpander The oval shape for mammary « Blaging expandsr in exact de-
promotes mild tssug ingrowth © expansion is designed for plosis. . sired location.
inhibit migration of the implant The injection site is supenor 0 e . pyaanding as rapidly as tissue
and yield greater tigsue laxity axpansion envelope surface, 50 lasticity will allow without com-
during expansion. hal injectons avold the hyperex- g}rcmisihg viability.

tended tissup or ypical scar Hssue.

Best resulls with the BIOSPAN
fissue sxpander will be
achisved by:

 Selpcling sxpandsr geoording fo
desired base diameter. Approprigle
axpander size can be easily detey-
mined with the aid of MoGhan's
Tissue Expander Sizer/Tempiatas,
cat. #30-00005.

SEM of tissue/BIOSPAN interface SEM of lissue surrounding BIOSRAN
3 months postoparatively, aftee removal of sxpander 3 mordhs
postoperatively,

RBafRraniCas e

1. Bobyn, 0., Wison, G.d., MacGregar, D2, Pilllar, R, Weastharly, G.C. Bfiact of Pore Size on the Peel Strength at Attachment of Fitrous
Tissue o Porous-Surfaced implards. J. of S'omﬂfeaﬂfs F?@s Y15 {1582): u{‘ R4, W17 115831392

ayior, SR, and Gibbons, B.F . Etects of Surface Texturg on the Soit Tiasue Respongs to Polymer inplants.J. of Blomaranals Rea., Y17
1883 206-227.

2. Salvatore. LB, Gllmer, W 5., Kashiganan, 8., and Sarbee, WK Exparimaras! Study of the fluence of Pare Size of Iinplanted Polyurmsthane
‘%pc niges Lipon ¢ mmequm‘s’ Tissur Pormation, Burg. Gy, Obsipt., 118, 463470 (1881}

4. Manwal, P Panel discussion on braast re»mmm,c o presented at Fourth Annuat SBreast Symposium, Santa Fa, MM, September 3-8, 1089,

Limited Warsanty, Limitation of Lisb#lity and Disclaimer of Other Warranties

Meclhan Medicat warrants It reasonabie ce was usad i 1hs manufecuse and orogisenan ofF 43 peekict. Betause MoGhan Medicad has no control cvar e conditons
i use p;ah e °a laehon, Surgieal rocadurs., SORLSURgicgd stresnes, or handiing of the devoe a%ey i Rves oLY possessie, Malihan Miphical does not waran _st"ﬁe' & gooc
tolloawing €S use. Mo(ahan Meditad ahail not L6 sesponsbis iy any inciert Or cComBEuEntal INaS. SaMBRE Of 2XoeNsEs directly Of iIndirettly
oroduct, MeShan M ‘s SULE msponsidity it e evant Bolihan Medics demmuinsg the product was defestive when shippet by McGhan
. shal be replansmient oF e oroduct. TS warmnty 18 i el of and exciudes i othey warmanies not expressly set forth herein, whether exprasg of implied by
uperaton of biw or stherwise, nouding, § 36 Rt 4, 2y MIEREC WarsnEes of mercuamabdity o ey for use.
Caution United States Federal Law rag i iR i Seie by oF on i osder of B oensed shysician.

R

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 f {’
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STYLE 131 MAGNA-SITE / OVAL PROFILE
( ' Recommended A B C D )/
:aline fill Catalog # Width Length Projection Injection Site /oi
- : Diameter

500-600cc 37-131600 11.5cm 14.0cm 5.0-7.5cm 2.8cm B

600-800cc 37-131800 12.0cm 14.5cm 7.0-8.7cm 2.8cm

800-900cc 37-131900 13.0cm 15.5¢cm 6.5-8.5cm 2.8cm

A ‘—J - C

To order a Tissue Expansion System (Tissue Expander with a carton of 6 fill kits) simply
add “S" to the end of the catalog number. For exampie: 37-1316008S. STYLE 131

Note: /n vitro tests show standard MAGNA-SITE is detectable through 60mm of phantom tissue.

WARNING: This device contains a strong rare earth/permanent magnet and is contraindicated
where the magnetic field can affect other devices, e.g., pacemakers, drug infusion devices,
artificial sensing devices and similar types of products.

Nominal Dimensions

Implant dimensions are measured with the implant placed on a flat surface. The length is measured with a dial caliper placed across the
centeriine of the implant; the width is measured at the widest point. The projection is measured with a dial caliper from the fiat surface to
the bottom of a straight edge placed level across the top of the implant. Actual implant dimensions for the BIOSPAN tissus expanders are
taken after the minimum and maximum recommended volume of saline fill is added.

Note: it should be understood that slight variations in size may occur in products of this type and that not every implant will conform exactly
to the dimensions given.

Magnetic Location System

* Injection site easily identified by

a rare earth/permanent magnet
'nd MAGNA-FINDER locating

~ Jevice. :

» Magnetic system solves location
problems when excess muscle
tissue or fluids make palpation
difficult.

| ananmy
™\
A
1 §
) |
¥
7
7 §
7
4

f "

- BIOCELL is a registered trademark of McGhan Medical Corporation.

AW STEEL OR
TITANIUM NEEDLE GUARD

ENCAPSULATED
RARE EARTH/PERMANENT
MAGNET

SILICONE SELF-SEALING

EXPANSION
ENVELOPE SILICONE MEMBRANE

U.S. Patent Number 4,671,255 & 4,840,615

» Magnetic system eliminates the
need for hard, protruding palpation
surfaces which might lead to tissue

erosion.

* Magnetic system provides precise
location and allows use of the
integral injection site minimizing the
potential for puncturing the expan-
sion envelope. Eliminates the need
for remote injection sites and tun-
neling of tissue. Provides ease of
implantation and removal.

BIOSPAN & MAGNA-SITE are trademarks of McGhan Medical Corporation.

m _OT (ﬁs‘(““ni’"ﬁ"*a" x‘ .o '
o ,.J; AVEEE S '

* Rare earth/permanent magnet
assures long term efficacy of the
location system.

MAGNA-FINDER
Locating Device

The MAGNA-FINDER locating
device is supplied sterile with each
expander. The locating device has
a magnetic locating rod which
centers directly over the magnet
embedded in the MAGNA-SITE
Tissue Expander. Two right angle
passes locate the injection site
center, which can be marked
with a marking pen for ease in
repeated injections.

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 //



Catalog #

; ;aiates are available

MAGHA&-FINDGE
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
pocument Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

JULY 22, 1991

PMT CORP. 510(k) Number: K911886

ATTN: JAMES COX Product: PMT METAL LOCATOR,
1500 PARK ROAD MODEL 3630-1

BOX 610

CHANHASSEN, MN 55317

Ve 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 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. Because of equipment and
personnel limitations, we cannot accept telefax material as part of your
official premarket notification submission unless specifically requested of
you by an FDA official.

If after 30 days the requested information is not received, we will
 discontinue review of your submission and proceed to delete your file from
our review system. 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
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 or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or at their toll-free
number (800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Robert I. Chissler
Chief, Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health

)

At S
Y

et
BES

(s

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



DO NOT REMOVE THIS ROUTE SLIP!!!!
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K-91-1886 7/22/91

FROM: [TETTER DATE |LOGIN DATE |DUE DATE |
PMT CORP. | 04/19/91 | 04/29/91 | 07/28/91 |
ATTN: JAMES COX T ] B |
1500 PARK ROAD | TYPE OF DOCUMENT: CONTROL # |
BOX 610 | 510 (k) K911886 |

CHANHASSEN, MN 55317

PHONE NO: 800-MAN-KIND

SHORT NAME: PMT ESTABLISHMENT NO:
_________________________________________________________________ |
TO: | CONT. CONF.: ?
ODE/DMC | STATUS : H
|REV PANEL : SU
| PAN/PROD CODE(S): SU/ /
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PMT METAL LOCATOR, MODEL 3630-1
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Public Health Service

Memorandum

U
( N O

From

Date ';}-‘“‘ri"
REVIEWER(S) ~ NAME(S):
Subject  510(k) NOTIFLCATION K 7//1 dé?

To | THE RECORD
It {s my recommendation that the subject 510(k) Notification:

(A) Is substantially equivaleat to marketed devices.
NOT substantfally

(B) Requires premarket approval.
equivalent to marketed devices.

{

Eﬁz (C) Requires more data.
(D) Ocher (e.g., exempt by regulation, not a device,

duplicate, etc.)
Addicional Comments:
. . . | ! o S —rny
- %%U vl fft,\uCn*x~ Lo lele¢vuA LIS T
St b
LT Sy ey
o ST I A T ol R

Predicate Product Code w/Panel

~ Hpr =31 ()

Additional Product Code(s) w/Panel

The submitter requests under
21 CFR §807.95: :
No Confidentiality

Confidentiality for 90 days
7 (optional):

X
Continued Confidentiality
exceediag 90 days

REVIEW: - l @50[’5 I

(BRANCH CHIEF) , ' (BRANCH CODE) l (DATE)
(DIVISION DIRECTOR) (DATE) N

FINAL REVIEW:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Descripiive Information
about New o1 Marketed
Devige Requested
38 NoeCed

No- sre Parforman

510(k) “Substantial Equivalence”
- Decision-Making Process (Detailed)

New Device Is Compared to
Marketed Device®

@ 1 Do the Differentes Aller.tho

Does New Device Have Samo - NO -Intended Therapeutic/Dlagnosticlotc.

—_ Effect (in Doclding, May
Incicatlon Statemenis? Conslder Impact on Safely and
Yes * Elfecliveness)?*®
) No

New Device Has Seme Intended
Use and May Be “Substantially -«

Equivelent®
® | | ®
Does New Device Heve Seme No ~ Could the New . Yos

Cheracleristics

eg., Design, Materlzls, elc? or Effectivencss?
Yes

@ |- z.o

No &re the Descrlptive
Chanacleristics Preclse Enough < A
_ 1o Ensure Equivalence? ‘

! : .. e Yeos

Yes
_ — o:ﬁ.as:_o:
~ New Device Has New . P
intended Use Ty

Do the New Characteristics Yes v
—p
Technologlce! Cheraclerlstics, -Aflect Safety —_— mm“woooumu.umnwcu_ﬂm_““% .2 .YA.m )

Do Accepled Sclentific Methods
Exlst for Assessing Effects of —
“the New Characterlstics? ~ No

Yes ,
-‘e,A.. .

“Not Substantlally
Equivalent®

®

® I .

ce Dals .><-=..v_.

Arg Performance Dats Avallsble

No

. o Assess mnc::.so.a.}
“ . Yes 4
Performance

Datls
Required

i@
. A

212352, Dzts Qemonsirate _, nﬁ

1o Assess Effects of New =
Charactleristics?*** . .

Yes

Performance
Dala
Regqulred

@

: Perlormance Dala Demonsirate

ad N\ b
Equivalence? Yes - Yes Equivalence?
No No
! “Substantlelly Equivelent”
eiermination

: D
®

* 51000 £ Smiyalons Compare New Devices to Matkeied Davlces FDA Roguosts
A8 formation If the Kelatlonahlp Betwssn Markeled ang “Pregicare®
Pn ‘r:: of Reclanaliio Post-Amandmants) Davdcas Is Unchoss,

\
. »®

. Tl Dictiton b Normaliy Baaeg on Descriplive Infermation Alons, But
Limite "yp Infermation Iy Sometimes Reguled.
***Dils /“, The $100), Other §100Js, The Center's Clagaltication Flles, of the Lherature

37
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HBFI-401)
1390 Piccard Drive

Rockville, Maryland 20850

MAY 1, 1991

PMT CORP. 510(k) Number: K911886

ATTN: JAMES COX Received: 04-29-91

1500 PARK ROAD Product: PMT METAL LOCATOR,
BOX 610 MODEL 3630-1

CHANHASSEN, MN 55317

Ve have received the Premarket Notification you submitted in accordance
with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (Act) for
the above referenced product. We have assigned your submission a unique
510(k) number that is cited above. Please refer prominently to this 510(k)
number in any future correspondence that relates to this submission. Ve
will notify you when the processing of your premarket notification has been
completed or if any additional information is required.

The Safe Medical Devices Act of 1990 (SMDA), signed on November 28, states
that you may not place this device into commercial distribution until you
receive a letter from FDA allowing you to do so. As in the past, we intend
to complete our review as quickly as possible. Generally we do so within
90 days. However, the complexity of a submission or a requirement for
additional information may occasionally cause the review to extend beyond
90 days. Thus, if you have not received a written decision or been
contacted within 90 days of our receipt date you may want to check with FDA
to determine the status of your submission.

In addition, the SMDA requires all persons submitting a premarket
notification submission to include either (1) a summary of the safety and
effectiveness information in the premarket notification submission upon
vhich an equivalence determination is based, or (2) state that such
information will be made available to interested persons upon request.
Safety and effectiveness information refers to information in the premarket
notification submission, including adverse safety and effectiveness
information that supports a finding of substantial equivalence. The
information could be descriptive information about the new and predicate
device, or performance or clinical testing information. We cannot issue a
final decision on your 510(k) unless you comply with this requirement.

FDA acknowledges that the law provides the 510(k) submitter a choice

of providing the agency either a summary of safety and effectiveness
information or stating that the information will be made available to the
public. FDA encourages manufacturers to make their safety and
effectiveness information available to the public, excluding confidential
manufacturing process information, in lieu of submitting summaries of the
information to the agency, until FDA promulgates a regulation on the

BES?Q&??

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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content and format of summaries. Since the law requires that FDA must make
the summary (referred to in (1), above) publicly available within 30 days
of making an equivalence determination, ve advise you that we must
disregard any request for extended confidentiality for those 510(k)s
containing this summary. Requests for extended confidentiality will be
adhered to, per 21CFR 807.95, if you include the statement in (2) above.

Additionally, this legislation also requires any person who asserts that a
device is substantially equivalent to a class III device to: (1) certify that
they have conducted a reasonable search of all information known, or otherwise
available, about the generic type of device; and (2) provide a summary
description of the types of safety and effectiveness problems associated

with the type of device and a citation to the literature, or other sources

of information, upon which they have based the description. The

description should be sufficiently comprehensive to demonstrate that an
applicant is fully avare of the types of problems to which the device is
susceptible. If you have not provided this certification and desecription
(with citations) in your premarket notification, please provide it as soon

as possible. We cannot complete the review of your submission until you do
s0.

Please note that the SMDA may have additional requirements affecting
your device. You will be informed of these requirements as they become
effective.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center

will not be considered as part of your official premarket notification
submission. Because of equipment and personnel limitations we cannot accept
telefaxed material as part of your official premarket notification submission,
unless specifically requested of you by an FDA official.

If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or their toll-free number
(800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Robert I. Chissler
Chief, Premarket Notification Section
Office of Device Evaluation
Center for Devices and
Radiological Health

i
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' m ' PMT Corp. e 1500 PARK ROAD « BOX 610 e CHANHASSEN, MINNESOTA 55317 USA « 1-800-MANKIND

April 19, 1991

Food and Drug Administration

Center for Devices and Radiclogical Health
Office of Device Evaluation

Document Mail Center (HFZ-401)

1390 Piccard Dr.

Rockville, MD. 20850

Re: 510 (K) Notification

Dears Sirs:

This letter is to inform vou of our intent to market the PMT
Metal Locator, Model 3630-1. Please be advised these units are
noninvasive and nonsterile and will be used for general examina-
tion and surgical procedures. Equivalent products are used in

various medical fields and FDA classification is unknown to PMT®

Corporation.

- The Model 3630-1 Metal Locator is described in the information
enclosed with this notification. Information about presently
marketed equivalent products is also enclosed. Samples of pro-

posed labels and manuals are also enclosed.

We look forward to hearing from wvou at your carliest convenience.
Piease feel free to contact me direct at 612/470-0866. PMT
Corporation’s FDA Registration # 1is 2182979,

I thank vou for vour attenticn to this matter in advance.
Sincerely vours,

James Cox
Project Engineer
PMT® Corporation

Enclosures

PP LR ¢
Ve, .
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PMT METAL LOCATOR
MODEL 3630-1

510(K) NOTIFICATION

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 Z O
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PRODUCT DESCRIPTION

The PMT® Model 3630-1 is a hand-held electronic metal object
locator. The instrument is lightweight and battery powered with
an aluminum and plastic housing.

The PMT® Model 3630-1 is designed to locate invisible ferrous metals

through nonmetalic barriers in a noninvasive and noncontact
manner.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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II. PRODUCT DRAWING:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5
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II1II. PROPOSED LABELING:

 Moddl 3630-1 S
Description:
METAL LOCATOR )]
Surgical/Medical Instrument —
CAUTION: Fed
- gl m:::::.%::,
rmi T
Box 610
OPMT Corp., 1990 Chanhasecn, MN 35817
Mig'd in US.A. TOLL FREE 1-800-MANKIND
"Manufacturers of Quality Instr ts and Medical Disposables”

s om g 1T

RECT 07
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! m ' PMT Corp. e 1500 PARK ROAD ¢ BOX 610 ¢ CHANHASSEN, MINNESOTA 55317 USA « 1-800-MANKIND

DEVICE MANUAL

PrPMIT®
MODEI, 3630—1

NEOT e o
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1. Description

The PMT| Model 3630-1 is a compact hand held metal locator. The
model 3630-1 features replaceable battery and LED to indicate metal
object.

BATTERY CAP

ON/OFF SWITCH

COIL

oy

page I
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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2. Indications for Use

The PMT| Metal Locator should be used whenever invisible
metals at shallow depths need to be located.

3 Contraindications

The PMT! Model 3630-1 Metal Locator is tuned to operate at
depths of Omm-25mm and is not recommended for applications
outside these parameters.

3. How Supplied

The 3630-1 is provided non-sterile. Included is a 9v battery
and a test device (Model 3631-1).

page <4 *LJ}W
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4, Instructions for Use

I. LOADING BATTERY

Unscrew the Battery Cap by turning the Battery Cap counter-clock-
wise. Connect the Battery to the Battery Clip. Push the con-
nected battery gently back into the Locator and replace the
Battery Cap by threading clockwise.

e
L,

o
e
[

CAUTION: There is no need to over-tighten the cap. Doing so may
make the cap difficult to remove in the future.

age 5
Questions? Contact FDA/CDRH/OCE,)E/DID ;t CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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II. OPERATION

Testing of Metal Locator Prior To Use

WARNING: It is extremely important to test the Metal Locator
before each use to verify Battery condition and Metal Locator
function.

BATTERY CONDITION:

Now check that the locator is functioning properly by using the
Test Device. Slowly move the Locator close to the flat surface
of the Test Device. The Indicator LED should light as you pass
the Coil against the surface of the Test Device. If the Metal
Locator is not functioning in a predictable fashion, see the
Trouble Shooting Section of the Manual.

WARNING: If the Metal Locator does not perform satisfactorily
with the test device, do not use it. Contact PMT at 1-800-MAN-
KIND (1-800-626-5463) with any questions.

LEoT ST
RS

page &

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Using The 3601-1 Metal Locator

Now that you have verified the function of your Metal Locator you
are ready to use it. As with the Test Device, you must hold the
On/0Off Switch down. Slowly move (about 5mm/second) the Metal
Locator over the surface of the object in question.

CAUTION: The locator will only register objects directly below
the Coil, so be sure to cover the area in gquestion with a
systematic scanning movement.

When the LED lights or flickers you are near a metal object. To

accurately locate the object, vou must place four reference marks
as follows:

1) Establish a four-direction coordinate system such as
the one shown:

P

LEFT — RIGHT

page 7
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2) Move the Metal Locator left until the LED flickerg and
goes off. Now place a mark inside the coil on the right edge as

below:

MARK HERE

-

Lo
\_ LED IIONII /
LED "OFF"

® )

Z TOVE R ;-as r

LR

~

Now repeat to ensure precision.

page 8
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3) Next, move the Metal Locator right until the LED flickers and
goes off. Now place a mark inside the coil on the left edge as
below:

@ é
N\ &

| —— LED "ON"

@ O
LED "OFFr ——— |

1st MARK

s

e il S N AT A SIS S BN S B R
b i

ot

Now repeat to ensure precision.,

page 9
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4) Next, move the Metal Locator up until the LED goes off. Now
place a mark inside the coil on the Down edge as below.

MARK HERE

<::> 1St MARK
//—\\:’///,,/»——— LED "ON" a
o

LED "OFF"——__J/’///////*’ﬁD

2nd MARK
2nd MARK

1St MARK

R ko 3 S S W IR R Sa o

Repeat to ensure precision.

' page 10 ‘3 C
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA 2018-2026, Released by CDRH on 9/12/2018

5) Finally, move the Metal Locator Down until the LED goes off. Now
place a mark inside the coil on the up edge as below.

2nd MARK

" R —\

MARK HERE

150 MARK ———

[ O ow— nd mapy

l;_ //g\\:///////f———'LED "ON" &
15t MARK

o —_——J//////*,()
LED "OFF"

-~ Repeat to ensure precision.

paage L1
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6) Now mark the location as the center of the square created by
the eight marks previously placed.

COORDINATE MARKS

°
® + @
\— PRECISE LOCATION
® ,
page L2
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TROUBLE SHOOTING

IF THE LED DOES NOT LIGHT:
-Replace the Battery with a new one.

-If the Locator does not function properly, call 1-800-MANKIND
for service.

IF THE LED LIGHTS WHEN NO METAL IS PRESENT:

-Double check that no metal is within 12 inches of the locator.

Keeg in mind that many desks and pieces of furniture have metal
in them.

-Try a new battery

~-If the Locator does not function properly, call 1-800-MANKIND
for service.

IF THE LED REMAINS ON LONGER THAN TEN SECONDS WHILE TESTING:

-Check that the Locator is no closer than 12 inches to
any metal object. If you are sure no metal is near that could be
setting off the Locator, replace the battery.

-If the Locator does not function properly, call 1-800-MANKIND
for service.

IF ANY PROBLEMS OR UNUSUAL PERFORMANCE NOT MENTIONED ABOVE ARE
ENCOUNTERED:

-Call 1-800-MANKIND

5. Service B :M'-

PMT® recommends that the BATTERY be replaced when:

-~ the LED stays on for 10 seconds or more at start-up

- when no LED light is obtained over the Test Device

- three months has passed since the battery was last changed
which ever comes first.

WARNING: PMT® recommends that the Metal Locator be returned to
PMT for recalibration every six months to ensure proper operation.

page LZ
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 2}7



Records processed under FOIA 2018-2026, Released by CDRH on 9/12/2018

6. Specifications
OPERATING VOLTAGE. ... ¢+ C e e e ...9V DC
POWER SOURCE. «¢ssseeeceessssssssssedv BATTERY

WARRANTY AND DISCLAIMER

All parts and labor of the PMT® Model 3630-1 Metal Locator are
guaranteed for six months from the date of purchase.

PMT® Corporation warrants that reasonable care was used in the
choice of materials and manufacture of this product. PMT®
Corporation shall not be liable for any incidental or consequen-
tial loss, damage, expense or injury directly or indirectly
arising from the use of this product, other than the replacement
of it should PMT® Corporation’s investigation show the product
was defective at the time of shipment by PMT® Corporation. The
foregoing warranties, as conditioned and limited are in lieu of
and exclude all other warranties not expressly set forth herein,
whether expressed or implied by operation of law or otherwise,
including, but not limited to, any implied warranties of MER-
CHANTABILITY OR FITNESS-FOR-USE. PMT® Corporation neither
assumes nor authorizes any other person to assume for it, any
other or ADDITIONAL LIABILITY OR RESPONSIBILITY IN connection
with this product.

CAUTION: Federal Law (USA) restricts this device to sale by or
on the order of a physician.

)
2
3

page 14
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SUBSTANTIAL EQUIVALENCE

The PMT Model 3630-1 Metal Locator is substantially equivalent to
the McGhan Magnafinder.

Both units are handheld devices
Both units are sold and used nonsterile.

Both units use magnetism to locate the object.

The key differences are:

the PMT Model 3630-1 uses an electromagnetic field and
electronic means of target indication for the following benefits:

PMT features
more accuracy
more precision

locates more types of metal {(for example, Stainless Steel)

no body contact required

more appealing marketable package

the McGhan device uses a permanent magnet and physical means of
indicating a metal object.

The PMT Model 3630-1 may be equivalent to other marketed devices
that PMT is not aware of.

COMPETITIVE LITERATURE

Competitive literature on the McGhan product, or other products,
is not available to PMT at this time.

T o S
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 3 7
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