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RTS TECHNOLOGY, INC.
A Company of the Sauerwein Group

6 June 1991 RTS TECHNOLOGY ,INC.

35 Flagship Drive

Mr. Stephen Baggett North Andover, MA 01645

Medical, Academic & Commercial Use Safety Branch T#'Ph"y50$352i18 h69
Division of Fuel Cycle, Medical, Academic & Commercial UsNa}ety
U. S. Nuclear Regulatory Commission
Washington, DC 20555

Dear Mr. Baggett,

Enclosed is an application for Health and Safety Review and Registration of
GammaMed 12it High Dose Rate Remote Afterloading Device. This device is
manufactured by Isotopen-Technik Dr. Sauerwein, GmbH, Bergische Str.16,
D-5657 Haan, Germany, and is distributed in the United States by RTS
Technology, Inc. This device is designed for use as a remote controlled
radionuclide applicator system. It is used in conjunction with RTS
Technology, Inc. Model 721 Source Assembly. which has been previously
registered with your organization

We ask that you review this application and deem this device acceptable for
licensing purposes. In accordance with 10 CFR 170.31, Item 9.A, we are
enclosing a check for $2.600 as the fee for this review.

We trust that this application is satisfactory. Your prompt review would be
greatly appreciated. If we can provide any additionalinformation, please
contact us.

!

|

| Sincerely,

d y ,ll
n J. Munroi

anaging Director'

'

Sk*0$g229940819
PDR
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Appendices

Technical Description of GammaMed 12it

Associated Approvals

Registration NY 453 D 105 S for GammaMed 12i

FDA Letter K891131/A for GammaMed 12i
NRC Registration NR-555-S-104-S for Model 721 Source

Brochures

Drawings

Type A Transport Evaluation

RTS Technology. Inc. Quality Assurance Program Approval

Operating Manual
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RTS TECHNOLOGY ,INC.

35 Flagship Drive
North Andover, MA 01845
Telephone 508 683 5211
Telefax 508 683-9469

GammaMed Model 12f t
Remote Af terloading Brachytherapy Device

1. Introduction

The GammaMed Model 12f t is designed for use as a Transporteble Remote Afterloading

Brachytherapy Devtee it is designed and manufactured by Isotopen-Technik Dr. Sauerwein,

GmbH., Bergische Str.16, D-5657 Haen Germany. The device is distributed in the United States

by RTS Technology, Inc , a subsidiery of Isotopen-Technik Dr. Sauerwein, GmbH. The GammaMed

Model 12f t is designed to house a single source assembly. The nominal capacity of the device is 10

cur les of iridium 192 with a maximum rated capacity of 12 curies of iridium 192

The Source assembly to be used in conjunction with this device is the RTS Technology, Inc. Model

721, which has been previously registered with the US Nuclear Regulatory Commission.

The GammaMed Model 121t is very similar to the GammeMed Model 121 Remote Afterloading
'Brachytheraov Device wntch has been previously registered with the US Nuclear Regulatory

Commission through the State of New York under Registration Number NY 453 D 105 S. A copy of

this certification is enclosed in the Appendix

The GemmaMed Model i 21 would only be used by persons specifically licensed by the USNRC or

Dv en agreement state
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2. General Description

The GemmeMed 121t is e transporteble remotely controlled efterloeding brachytherapy device used

for the treatment of concer by intracevitary, interstitial, intraluminal and end introoperative

irrediation The unit is designed to provide e predetermined dose of radiation to tissues and orgens

by means of menipulating a radioactive source from a shielded position within the device into en

applicator, which has been previously implanted within e pottent.

The GammeMed 12it high-dose rate brechytherepy device is designed to deliver a high @se of

redtation from within a concerous site. High dose treatments are generally given In severe!

fractions. The individual treatment time is usually less then 30 minutes. These high dose rate ;

units have been used in the treatment of brohchtel (intraluminal), gynecological (intracevitary),

head end neck, and breast (interstitial) cancers Patients may be treeted as en out-petient, a

hospitel In-petient, or es e patient of a free-standing medical practice. Units in operation are

generally located in properly shielded rooms to protect staff end personnel from unnecessary

radiation exposure The unit's control and computer systems are located outside the treatment

room, thereby reducing radiation exposure to the operating personnel when the source is in the

exposing, or treatment, position Inside the treatment room.

The system may be permanently or temporarily placed in en edequately shielded room with

temperatures not to exceed 400 C The unit should be operated by properly trained personnel in

accordance with the conditions of the institution's license.

The GammeMed 12tt is e technically advanced efterloading device which hos been developed based

on the principles and experiences occumuleted from its predecessors, the GemmeMed 11 (NY 453 D

10i S), the GemmeMed 111 (NY 453 D 201 S), and the GemmeMed 121 (NY 453 D 105 5). Each of

these devices have been previously registered end found to be acceptable for licensing purposes

within the United States. Principles such es incremental source motion, dwell times, and the

occuracy of source positioning ere retained while additional features, herein described, add to the

versatility, flexibility, and safety of the eoulDment. More then ten years of experience with these

High Dose Rate afterloading devices and close contact with physicians using this equipment have led

to the development of this new device

A wide range of applicetors assures the widest possible range of treatment for introluminal,

interstitial, intrecovitary, and introoperative brachytherapy.
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More than 100 GammeMed units are in operetion world-wide and product reliability is

remarkably high No major incidents have been reported since the first installation.

3. Description of the GammaMed 12f t

The GammaMed 12It consists of the GammeMed ExDosure Device with its associated troller (the

treetment unit) and the GammeMed Operator Console, with its essociated computer.

The GammeMed Model 121t Exposure Device is 900 millimeters ( 36 inches) long,

400 millimeters ( 16 inches) wide, and 450 millimeters ( 18 inches) high. The total mass of the

exposure device is 60 kg ( 130 pounds) The exposure device contains the radioactive source, the

shield, the drive motors, indexer and position ancoders for the source, electronic control circuit

boards, the battery pack and power supply

The radioactive material 1s sealed inside a stainless steel source capsule The source capsule is

attached to the source cable to form the souren assembly. The source cable is also fabrIceted from

stainless steel. The source essembly is housad inside a source tube. The source tube assembly is

surrounded by depleted urantum metal which 's used as shielding matertal. The mass of the

orantum shield essembly is 12 kg ( 26 pouncia The uranium shield essembly is encesed in a

metal housing. Additionally, a tungsten S-channel cylinder is located in front of the depleted

uranium shield to prevent leakage of radiation Radiction intensities in the vicinity of the ;

GammeMed 121 exposure device, when containing a source of the maximum capacity, have been

measured es :

40 pSv/h (7.75 cm from source) %ce

10 pSv/h (10 cm from source) 1 *~

0.6 pSv/h ( 100 crn from source) c.* b

Since tho shielding properties of the GemmaMed 121t are identical to those of the GammeMed 121,

it is expected that the rediation intensities in the vicinity of this device will be equivalent |
!

A mechanical / electrical key lock is provided te crevent actuation of source.

i

s' , Cr,*
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The source guide tubes attach to the exposure device by means of a special gulck connector to

facilitate connection The source mW be exposed through e perticular channel only if the source

guide tube is properly atteched to this channel The applicetors to be employed in e perticuler

treetment ere connected to the GemmeMed 12tt indexer by wey of the source guide tubes. Use of

the wrong tubes is precluded by the matching ouiek connectors.

The exposure device also contains a simulator source essembly. This simuletor source essembly is

identical to the actual source essembly except that it does not contein radioactive material. The

simulator source makes it possible to test the condition and location of the source guide tube and

the applicetors and their connections before carrying out the octual treatment. The oevIce is

equipped wIth 24 access channels, through which the single iridium 192 source can be

sequentially manipuleted The source extt port can be raised or lowered into e position that is

optimal in relation to the perticular patient A wide range of flexible and rigid applicetors is

ovellable for a wide verIsty of brechytherapy techn1 Ques

The exposure device is equipped with en emergency hand orenk to permtt the emergency retraction

of the source. The hond crenk is a "one way" hand crank which allows only retraction of the

source. It is not possible to expose the source usIng this hand crank.

The exposure device is instelled onto a trolley. The GemmeMed trolley consists of a rectangular

chessis with four large casters for easy movement of the equipment. It has e manually operated

breke that rellably meintains its position during treatment. It also conteIns a hydreulicelly

opereted scissors type jeck for elevating the exposure device to the proper vertical positton for

treatment. The position of the exit port of the exposure device can be varled from 500

millimeters ( 20 inches) ebove the floor to 1050 millimeters ( 42 inches) above the floor. The

dimensions of the exposure device mounted on its trollW ere 1050 milltmeters ( 42 inches) long,

520 millimeters (21 tnches) wide, er1900 millimeters (36 inches) high. The total mess of the

exposure device and its essocieted trollw is t 12 kg ( 250 pounds).

The GemmeMed Model 1211 Contr01 Console is butit into e table which conteIns the control console

end its associated enmputer , and can be integreted with tha GemmeMed 12tt Exposure Device end

its associated trallW for transpor18 tion. The control console dimensions are 700 millimeters (28

inches) long,540 millimeters (22 inches) wide, and 900 militmeters (36 inches) high. The

total mess of the Contr01 console Is 31 kg ( 68 counds)
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The GemmeMed 12it is computer contrelled The menu-driven softwere ellows the operator to

enter all redletion paremeters into the compu'er memory. Petient specific date is either entered

menuelly through the computer keyboard or automatically loaded from the treatment planning

program. Date describing the redietton treetrents are automatically stored in the computer

memory and con be displayed at any time. Tbe decreese in the activity of the iridium 92 source1
'

due to dece/ is automatically compenseted by en internal clock in the computer. The data

chorecterizing e redietion treatment in orogross are concurrently displeved on the computer

screen end printed. Operator error or equipment melfunction ere highlighted on the computer

screen end emphasized in the printout

Temperproof seals are provided during shipment of this device.

Drewings of the GemmeMed Model 12it Exposure Device ore presented in the Appendix.

The components used in this exposure device were selected for their durability end resittence to

corrosion. The source changer is designed to minimize the entry of dirt, water, and other foreign

matter. The device con be reedily and safely riaaned Temperatures normally encountered in use

will have no adverse effect on the device The -atertels in close proximity to the source will not

be adversely effected by radiation.

No moving peris are in direct contact with the urenium shield

4. Security of the Source Assembly

The source essembly is secured in the proper storage position by means of the friction drive

wheel Additionally, source movement is precluded by means of a fixed end stop in the RETRACT

direction end a storege plug inserted through an applicetor channel in the EXPOSE direction

Demonstration of the security of this device was made during the tests for Type A packages. At the

conclusion of these tests. as source essembly was properly secured in the proper shielded

position in the exposure device.
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5. Operational foetures
,

The GemmeMed 121t exposure device is designed to be used in conjunction with a verlety of

applicetors for intreluminal, intrecavitary, interstitial and introoperative brechytherapy, These

applicators are attached to the exposure device by means of source guide tubes. Each source guide

tube is etteched to one of the exit ports on the exposure device. As meny es 24 source guide tubes

and epplicetors mev be used et one time. The single iridium 192 source would be sequentially

manipulated through each of the etteched guide tubes and applicetors to perform the intended

treetment. In each applicetor, the source mey be stopped et es many es 40 positions to perform

the intended treatment.

In operetion, the treatment plan would be entered into the computer of the operating console. This

would be accomplished by manually entering the dwell positions and dwell times for the source in

each applicator, or by automatically downloading this date from a computerized treatment planning

computer pr00 rom , such as the GammeDot which is described below,

Unauthorized operation of the GernmeMed 12tt is prevented by the key-operated switch. Once the

key swltch is activated, and before any radietton treatment can De initiated, the GemmeMed 121t

will conduct a completely eutomatic diagnostic self-test of all components which relate to safe

operetton This diagnostic program checks the limit sensor status, bettery backup cepecity,

electronic controls, internel clock, and component connections Safety temps Illuminate when the

GemmeMed 121t is ready to operate, indicating external power on, bettery reW, tric" - 192

source retracted, coereting mode normel, and re@.

Once the treatment olen hos been entered and the applicetors and connectors are properly etteched,

treatment can be Initiated by presstng the START button. The exposure sequence begins with the

source position Indexer checking that the source guide tubes are properly connected to each exit

port through which the treatment program requires the source to traverse. This is accomplished

by means of a proximity switch. If a necessary source guide tube is not in position, en error

messege Indicating the mlsstng source guide tube is displayed on the computer terminel. The

program cannot be continued until e source guide tube is introduced into that channel and the

START button is egeln actuated The source cannot be advanced until all the necessary source guide

tubes are in place if source guide tube becomes loose during operation, the source retracts and

the error message " INTERRUPT: SOURCE GUIDE TUBE" espears once the unit has essured that all

source guide tubes ere in piece, the source position Indexer is positioned to the appropriate exit

port.
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This indexer connects the emergent position of the shield 10 eeCh of the exit port posillons in the

sequence indicated by the treetmeat plan pr 'nr to exposure of the actuel source essem' ly, eo

simuletor source essembly is mentpuleted th"ough the source guide tube to the applicator and

through the proQremmed movement secuence t' Don actuation, the simulator source essembly will

move to the precise irredtetion posttion end then attempt to advance 5 mm beyond The purpose of

this actuation is to assure that the correct source guide tube and applicator are etteched if,

through this manipulation, the source does not sense the closed end of the opplicator, the sequence

will be eborted. The error message " Probe Tube too long" will eppear end the program will be

interrupted. If the source senses the end of the applicator, the exposure sequence will be

performed by the simulator source essembly As a safety precaution, the actuel source essembly

con be manipulated through the guide tube and applicetor only if the simulator source essembly

has be successfully manipulated through this sequence. In general, the simulator source essembly

must reach the extreme oosition before the actual treatment begins. This is on important safety

measure which essures that the path of source transit is free from any obstruction. If there is en

obstruction, the source automaticelly retrocts end en error message which identifies the problem

is disple/ed.

The simulator source essembly serves several safety functions. In addition to checking for the

presence of the proper source guide tube end volicetor combination and a clear pathwey, the

simulator source con be used to established tbe distel source position which con be visual observed

under fluoroscopy. The distel point coordinate is automatically stored in the computer. This set

coordinate dictates the path to be travelled by 'he actuel source.

The simuletor source con also be menuelly activated end moved bidirectionally (in both the

EXPOSE and RETRACT directions) by a remotA controlled button located on the GemmeMed exposure

device it provides a means for the physician in visually observe the source position under

fluoroscopy and compare source location in reistion to the tumor site If desired, the treatment

peremeters con be changed

Once thq simulator source has completed the orogrammed sequence, the octuel source begins the

cycle-
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Source motion is microprocessor controlled Source position con be incrementally changed in

steps of 5 mm or 10 mm. The source con be stopped et 40 stopping points in each channel. The

dwell time for each stopping point con be up to 9999 seconds. Although the source must reach the

end of the applicator in order to begin the exposure sequence, it is not necessery that the exposure

sequence begin et that point. The first dwell point con be selected et any point in the path.

Control of source travel and step-distence is accomplished by the number of preprogrammed

pulses emitted by the incremental encoder and verified by two additionel limit switches (optical

end mechanical)- The preprogrammed source trevel distence is extended by epproximetely 2 mm

beyono the path of the limit switch Once the source reaches this end point, the source cable is

withdrewn in the opposite direction until It reaches the limit switch. This procedure establishes a

distinct end-position and simultaneously removes any slack in the source cable, thus eliminating

any backlash. The result is precise source positinning storting in the first treatment position.

The precision of each increment, monitored by the encoder, is 10.22 mm. Bidirectionel motion of

the source is also controlled in relation to time. The source must reach the final destinction in 7

seconds If this does not occur, en error code will be indicated, and the source will eutomatically

retract into the shield The entire treatment plen is stored in the computer end in the control

panel and they run syncnronously A oevletion of 0.2 seconds will cause the treatment to be

terminated

Bettery voltage is constantly monitored The bettery backup assures that the iridium 92 source1

con be retracted back Into its shielding in the event Of a power failure. It also provides the means

for the date cherecter12ing he current treetment to be stored The exposure sequence cennot be

started until mein power is oresent and the cepecity of the bettery voltage is sufficient to assure

that the source con be i etrec ed. The overall controls constantly test the betteries cepocity before

and during the treatment. The program is interrupted if the bettery cepecity drops below a

critical limit during exposure If the computer or the main electronic controls feil, the bettery

backup comes into operation and retracts the iridiuml92 source into its shielding.

The complete treatment plan is simultaneously stored in both the computer and in the GemmeMed

12it controls The two pr00 rems are tested for identity and, if any discrecencies are detected, the

treatment is automatically discontinued. Treatment Plens are stored in a bettery backed-up

Duffer memorv and checked once per second in case of power failure, end subsequently ;

thereafter, the treetment plan con be recalled

!

,
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If eny of the above ongoing tests reveals e malfunction, the treetment is immediately discontinued.

It is also possible to manually discontinue treatment et any time by depressing the INTERRUPT

button. Pressing the EMERGENCY button or opening the door into the treetment eree will also

terminate the procedure The treatment parameters, up to the instant of interruption, and the

cause of the Interruption ere stored in memory end con be retrieved once the equipment is turned

on. The bettery Deckup retains the memory in the event of a power outage.

In case of a power failure (failure of both main power and bettery back-up), the operator can

retract the iridium 192 source back into its shielding with a manually opereted one-way

emergency crank. Since the crenk is designed to operate in only one direction, it cennot be

emplwed to advanco the iridium 192 source

An illuminated panel on the control console contains e RADIATION WARNING Ll0HT which '

indicates source "on" or "off" posillons. This panel is clearly visible from the operator's position.
.

The radiation warning light is activated by en independent Geiger-Muller detector located in the

exposure device. This built-In redietton detection system utilizes e variable eierm threshold (e
,

potentiometer on the GemNet card). If the intensity at the detector exceeds approximately 3

mSv/h, the RADIATION signal on the contrni panel will illuminate This lamp also illuminates

when the GemmeMed source leaves the shielding When the RETRACT SOURCE command is initieted

by en INTERRUPT or by en EMERGENCY et the control panel during normal operation (a situation

sensed by the GammeMcd by wy of incremental monitoring and limit-switch controls), the

controls determine whether the rediction detected by the counter hos diminished within 2 seconds.

If not, the RADI ATION lamp illuminates and the error message "rediation" is displWed and printed

out accompanied by en audIDie eierm. In this situation, either the source is still outside the

shielded container or some other source is generating a radiation field in the vicinity of the device.
.

F

There is en EMERGENCY BUTTON on the too of the device This large, mushroom type emergency

button is clearly visible and easily accessible The use of this button is only in the event of en

emergency af ter 811 other safety back-up systems fell to retract the source. When pressing the

emergency button, the Source retracts within less then one second from the distel point to the

shield

The computer monitor constantly displeys events which occur during the treatment Any errors

or malfunctions are highlighted on the screen and emphasized in the printout, The printer

automatically occuments the complete treatment, providing hard copy for the patient's file.

. - _ _ _ - _ - - -
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An manuel broke system is provided to prevent machine dislocation during normel use.

6. Description of the GammeDat Treatment Planning System

The integrated GammeDat treatment planning system includes extensive end versettle optimization

software for high-dose rete brechytherapy controlling en Iridium 192 source. The system is

designed to operete on en IBM PC-AT compatible computer. All functions are displayed end menu-

controlled The treetment parameters, patient records, control numbers, name, dete, fraction and

diagnosis are entered from en alphanumeric keyboard, with all other functions etteinable through

the function keys. The operator is provided with complete information essistance as to what

parameteas have to be entered A CLIN!C FILE contains all the specific clinical date which are

utilized as defaults for calculating, displeving end printing

Except for e few important parameters, type of source and computational formules, etc., all values

entered by the operator can be chenged at any time

Source dwell times, source positions and channel selections are entered into the computer by self-

explenatory optimization softwere. $tnce tho treatment peremeters are constantly displayed on

the monitor during the treatment, the operator has full supervision of source mcVement and

timing. Any errors or malfunctions occurring during the treatment ere instantly recorded on the

screen end printed out by the printer.

In addition to performing calculations involving stenderd applicators, such as vaginal,

vaginal /cervitel, bronchiel and other simple implants, whose geometries are included in the

stenderd program configuration, the progrem oermits the entry of source-st0pping points and

dosero' ,nce points through the keyboard or digiti 2er (orthogonal x-rey Images). The use of

stenG/d applicetors requires entry by reference to the type of applicetor, the treatment length,

diameter of epplicator, dose reference point end the reference dose. Additionally, entries of up to

150 source stopping points ( meximum of 20 needles) and 60 dose reference points can be made

The computer further checks the parameters entered to the matching source position coordinates.

Planning a typical gynecological tr eetment tekes approximately 10 to 11 seconds for the computer

calculation once the treatment parameters have been entered It takes approximately one minute

to compute five stopping points in each of nine needles

- ___ ____________- _________ .
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The isodose distributions ere displayed on the screen in e variety of colors et any desired Isodose

level. Specific isodose lewis con be entered. The number and the value of the isodoses con be

selected bytheoperator The scale of presentation on the screen and at the printer can be freely

selected. Calculations are based on a point or lineer source with corrections undertaken for self-

absorption end ettenuation from sc;rce cepsule.

All calculated isodose distributions are automaticelly stored in a patient directory which can be

recalled et any time. The patient directory can be recoiled by entering the date, the patient's

name, or the patient's identification number The dote retrieved con directly be transferred into

the GammeMed control panel. The number of stored treatment plans is limita1only by the cepecity

of the Winchester drtve Treatment piens con be deleted from the directory or copied onto disks by

way of the menu.

7. Transportation of the Device

The GemmeMed Model 12it is designed to be transoorted as e DOT Specification 7A, Type A package

The device is designed to satisfy the reoutrements for e Type A package in accordance with 10 CFR

71. A report of en evaluetton of the device's compliance with the Type A requirements and the

results of tests performed on a prototype device are presented in the Appendix.

The device is designed to be transported to a 5 e and pieced into operation without the necessity of0

recalIbration of source intensity or position

8, Quality Assurance

The GemmeMed Model i 2it is designed end manufactured by isotopen-Technik Dr. Sauerwein,

GmbH. , Beratsche Str I 6 D-5657 Heen, Germenv. The device is designed, manufactured and

tested unoer their quality essurance progrem which is in tocordance with the requirements of the

Germen government for devices containing radioective matertel The GemmeMed Model 1211 is

tested and serv 1ced in the United States under our ouelity assurance program, which has been

opproved by the USNpC A Cooy of the approval certificate, Number 0642, is enclosed in the

Appendix.

Prior to delivery of the GemmeMed Modal 121t and again et the time of delivery, the GemmeMed |

M0 del 12it is inspected and tested following the specific Instructions for this device Records of

thts inspection are meintained in accordance with our Quality Assurance Program

I

_ _ _ _ _ _ __
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9. Labeling

The GemmeMed 12tt will be labeled with e dgn bearIna the radiction ceutton symbol, in megente

on a yellow back gr ound, and the wards "Cautton, Radioactive Mater 101" It will also be labeled with

the nome of the manufacturer, the model number, the serial number, the radionuclide and the

cepecityof thecontainer.

10, Source Exchange

Sources in the GammeMed 12It shall only b6 performed by persons specifically licensed by the

NRC or en egreement state. RTS Technolow, Inc. offers its users the performance of sources

exchanges es a service The procedures for source exchange ere included in the operating menuel

for the device.

The Iridium 192 source can be changed semi-automatically in a special operating mode from the

control console, reducing the risk of radiation exposure to the operator. Access to this made is

secured with a key swltch. Source-specific date, t e. activity and reference date, con be changed

only in this mode

Replacement sources ere transported in the GammeMed Source Changer (drawing B 8319- 1)

This source changer is the same es that used in conjunction with the GemmeMed 111 end the

GemmeMed 121. and he? been previously deemed acceptable for licensing purposes
i

11. InstelletIon and Service

RTS Technolow, Inc. offers its users e complete line of service essociated with this device,

including instellation, repefr, technicians for perfor ming source exchenges et the User's facility,

leek testing, periodic inspection and meinten3nce, treining of the user personnel in the operation !

end maintenance of this devtce end techniciens for response to e redtological emergency involving

this device.

l
i

12. Instructions for Use.

A copy of the operating instruciions for the GammeMed 12it is included in the Appendix

l

|
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DEPARTMENT OF llEALTil & !!UMAN SERVICES Public HIalth S:rvics

/[%,* " L / i g 'j' Food end Drug Administration !.

8757 Georgia Avenue
Silver Spring MD 20910

Re: KB91131/A
Mick Radio-Nuclear Instruments, Inc. GammaMed 121
Attn: Felix W. Mick Dated: May 25, 1989
P.O. Box 99 Recei'ved: May 26, 1989
Bronx, New York 10465 Regulatory class: -11

Dear Mr.. Mick :
.-

We have reviewed your section 510(k) notification of intent to market the
device referenced above and we have determined the device is substantially
equivalent to devices rarketed 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 rederal
Food, Drug, and Cosmetic Act (act). The general controls provisions of the
act include requirements for annual registration, listing of devices, good
ranufacturing practices, and labeling, and prohibitions against misbranding
and adulteration.

If your device is classified (see above) into either class II (Perforrance
Standards) 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 rederal Regulations, Title 21, Parts 800 to 895. In
addition, the rood and Drug Administration (FDA) may publish further
announcements concerning your device in the rederal 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 rederal 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
pre-Amendments 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. 'Iherefore, you may not promote or in any way
represent your device or its labeling as being approved by rDA, If you
desire specific advice on the labeling for your device, please contact the
Division of Compliance Operations, Regulatory Guidance Branch (Hrz-323) at
(301) 427-8040. 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 yours,

fmy b ||
George C. Murray, Ph.D.
Director
Division of Anesthesiology, Neurology,

and Radiology Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

I
.


