February 24, 2006

Division of Dockets Management (HFQ;%&S?
Food and Drug Administration :

5630 Fishers Lane Room 1061

Rockville Md. 20852

msz -3 HOA2

Re: GCP-1B, GCP-1C, GCP -2A and GCP*ZB Vanance Apphcatmn for nght Vision Equipment
Company (NVEC)

Dlrector

This is an application for variance from certa;m emission standards in accordance with Txtle 21,
CFR 1010.4 Subchapter J. The products submitted for variance herein are the GCP-1B, GCP-1C,

GCP-2A and GCP-2B laser pomters manufactured by NVEC. The detalled Vanance Apphcatlon is
attached for your review. e ;

A Product Report was submitted to the Center for Dev1ees and Radlologlcal Health as requlred in
Title 21, CFR 1002.10 Subchapter J, but that is not part. of th1s Appheatmn ‘

The GCP-1B, 1C, 24, 2B are ﬁeld proven apphcatlons of mfr e technology intended to mark

and illuminate items of interest in env1ronmonts similar to comba £ oombat trammg or high secunty
of national interest. :

The GCP-1B, 1C, 2A 2B Pointers pro;ect an 1nv1s1b1e mﬁared kght whleh can only be seen with
night vision dev1ces Internal lenses in the GCP-1B, 1C, 2A, 2B focus the infrared light into a
narrow beam. Each device incorporates a built-in momentary..N Sy tch that serves the function of
both the emission indicator and beam attenuator within the intent of the regulations. This allows the
operator to conduct surveillance operations without detectlon, under the cloak of darkness. Any
audible or visible emission indicator could senously compromlse the safety. of 1aw enforcement
officers in the performance of thelr dut1es G

The GCP-1B, 1C, 2A and 2B products contam a normally OFF / momentary ON switch that must
be depressed before laser emissions can occur. When this switch i released, the emissions cease.
The switch connects two AA batteries through an. electronic control ",rcmt to activate the device.
This ON/OFF switch is protected by a Safety Cover which must be in the ARMED position before
the ON/OFF switch can be activated. In addition, the lens cover must ‘be removed before emissions
can be projected. Thus, several intentional steps must occur before emissions can be transmitted
from the GCP-1B, 1C, 2A, 2B. The protective Safety Cover also events inadvertent activation of
the GCP-1B, 1C, 2A, 2B. The remote switch (GCP-2A, 2B) contams a switch that requires strong
activation pressure in an 1ndented des1gn to prevent madvertent actwatxon

The GCP-1B, 1C, 2A 2B are the same pomtmg and 111um1nat1ng products and are the same device
except as shown below :

o The GCP-1B is hand held and has a maximum power output of 100 mW
o The GCP-1C is hand held and hasa maximum power output of 175 mW.

QOOQU»@OC?// Rl



o The GCP- 1C has a minimum divergence of 0.3 mR.

o The GCP-2A canbe etther hanc held or weapon mounted (typical operatmnal
configuration) and has a maximum power output of 100 mW.

o The GCP-2B can be either hand held or weapon mounted (typlcal operauonal
configuration) and has a maximum power output of 17: 5 mW.

o The GCP-2A and 2B contain a remote switch feature

The GCP-1B, IC are the same product as the GCP-1A (recently granted a FDA variance 2005V-
0499), except for the maximum power output listed above. The P-2A, 2B are the same product

as the GCP-2 (recently granted a FDA variance 2005V-0499),,5ex0ept for the maximum power
output listed above. . ,

Bach of the GCP- 1B, 1C, 2A,2B contams a varlable lens to control the beam wxdth dependmg on
operational needs (pointing or 1llum1natmg) from .5mr to 30°. As the beam moves from a pointer to

spot illumination mode, the on-ax1s posmon of the beam is maintained, Th1s elnmnates off-axis
viewing of the beam. SRS A

On these products, a laser training safety seleetor pemuts reduction of the laser output to eye-safe
levels for training and force-on-force maneuvers. Output reduction is achieved via a 180° rotation
of the laser training safety selector with a small slot screwdnver Thzs feature assures safe operation
in the training and force- on—foroe modes ~

Without the variances, the GCP- 1B, 1C, 2A; 2B wﬂl not be aible to assmt and protect Federal
Homeland Security and Law enforcement ofﬁeers in the conduet of then‘ routme -authorized duties.

The intended use of these produets is by government mﬂ1tary and law enforcement agencies in the
routine execution of their duties. Night Vision Equipment Company restricts the sale and resale of
the GCP-1B, 1C, 2A, 2B laser Pointers to government, military and law enforcement agencies. This
variance request is limited to sale of these products to Federal, State, local government and law -

enforcement agencies and shall not be sold w 1nd1v1dual personnel of these agen<:1es or
organizations. : ;

We appreciate your conmderatxon in thls matter If you have questlons regardlng thlS variance
apphcatlon lease contact me : :

~ Program Manager
Night Vision Equipment Company T
2751 N. Mendecino Dr., Prescott Valley, AZ 86314 e
928-772-0288

dgrise@nvec.net -

Attachments: ; ‘ : ’
Variance Application for the GCP—lB 1C 2A 2B
Operator Manual GCP-1B, 1C, 24, ZB i



This variance application is requested for the NVEC mfrared pomtmg and markmg
products named GCP- 1B GCP 1C, GCP-ZA and GCP 2B ;

NVEC responses to CFR Paﬂ 21 Subchapter 1, Sectlon 1010 4 Vanance apphcatlon
questions are: ; s - :

er (ln(:ludmg an
lealth, Food and

(a) Criteria Jor variances. (1) Upon appllcatmn by a man
assembler), the Director, Center for Devices and Radm
Drug Administration, may grant a ‘variance from one o 2 pro
performance standard under subcha yter J of this chapter or an electronic product
subject to such standard when the Director determines that granting' sucha

variance is in keeping with the purposes of the Radlatmn Control for Health and
Safety Act of 1968, and : B :

(i) The scope of the requested varlam:e is so- lm:uted in its: apphcabihty as not to
justify an amendment to the standard or :

Under this variance, the sale of* the GCP-1B, GCP 1C »GCP—ZA and GCP-2B will
be stnctly limited Federal State local government an w.enforcement agencies
and shall not be sold to individual personnel of these ¢ gen(;;es or organizations.
This very limited applicability will not require am ent to the standard since
this product will not be avallable to the general pubh under thzs variance.

(ii) There is not sufficlent tlme for the premulgauon ef an amendment to the
‘standard. :

NA

(2) The i issuance of the vanance shall be based upon a determmatton that
(i) The product utilizes an alternate means for prov1 ling 1 a_chatmn safety or
protection equal to or greater than that provided by pr, C _ucts meetmg all
reqmrements of the appllcable standard or :

NA
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(u) The product performs a':f unction or is mtended for a purpose Whlch could not be "
performed or accomphshed ) o meet the apphcable stan ards, and :
suitable means for assurmg rachatlon safety or: protectmn are provxded or .

| Vanances are sought for the GCP 1B IC 2A 2B ‘m rder that these products
- may perform thelr mtended ﬁmctlon and purpose -

The GCP- 1B 1C, 2A 2B are ﬁeld proven apphca § :of 'mfrared technology
. intended to mark and: 1llum1nate items of interest nments similar to
combat, combat training or high level national i . Without the
variances, the GCP-1B, 1C, 2A, 2B will not be ab]._ rm ; hese functlons
- which will assist and protect Federal State, local gove -
enforcement agency ofﬁcers m the conduct of then' authorlzed dutles

The GCP-1B, 1C 24,2 wco \ta,s n “f f tpres such as a power safety sw1tch cover :
lens cover, as well as an eye ser training mode and selector Wthh are
sultable means to assure radlatlon safety durmg mtended use.

' (m) One or more requxrements of the apphcable stanﬁ : ‘ approprlate, and

NA-

(b) Applications for variances Ifyo
for amendments or extensxon‘

HA descrlptlon of the product and 1ts mtended use.

The GCP-I/«B,LI C,24, 2Bf,ar6 ﬁ’ld%ﬁproven appr -ations of infrar
‘ combat combat trmnzng c

- The GCP-1B, lC 2A ZB are. the same devme except thati

: The GCP IB is hand held and has a maxunum power output of 100 mW.

N
‘o The GCP-1C is hand held and has a max1mum ‘power output of 175 mW.
o The GCP- IChasarmmf m dive eof 0.3 mR.
o The GCP-2A can be eith andheld or weapon mounted (typwal operatlonal
‘ power output of 100 mW. -
o The GCP-2B can be elther hand held or weapon mounted (typlcal operatlonal

conﬁguratlon) and has a max1mmn power output of 175 mW
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The GCP 1B 1C are the same product as the]GCP 1A (recently granted aFDA
vanance 2005V-0499), excep for the rnaxnn m power output« isted above. The

2.( ted a FDA variance
2005V—0499) except for the max1muxn power outpi bove.

‘Each of the GCP-1B, IC 2A ZB contams a vanabl ens to control the beam
width, dependmg on operatlo ting‘f)"from Smr to 30°,
As the beam moves from a poi the on-axis position
of the beam is mamtained Th1s of the beam

(u) An explanatwn of how complian e wnth the apphcable stan" ! rd would restrict
or be inappropriate for tlus intended use, i

The GCP-1B, 1C, 2A, ZB are;;d ;gn od ar d’lmanufactured in order to mark and
illuminate items of i interest in environments similar to combat or combat training.

~ Modification of the current deszgns to1 f:eet apphca’ole standards ould result in the
products havmg the potentlal to e ,

1. Reveal anofﬁcers survelﬂance posmon endj' ering he ofﬁcers hves
2. Delay an officers’ speed of operation in a pc
situation, endangenng the nts’ or ofﬁcers

3. Significantly reduce the effectiveness of the

- forthe ofﬁcer to the. exposure to: unreoogmzedk; ,

soressiog the risk
his or her life.

(iii) A descnptlon of the manner in hl;gh:lt is Vproposed‘tovjd”évyi’atefﬁfliométhe'
requirements of the appllcable sta dard. G

The GCP-1B, 1 C, 2A proposed dewatlons from the requlrements of the
applicable standard are as follows e

a. T hese products w111 not mc}ude the key oontrol requlred per 1040. 10(f)(4)

b. These products wﬂl mclude a normally off /1 s
‘provides a tactile emission indicator for th

bu Bt wﬂl not include the
. emissio’nindxcator delay requlred per 10; kT ~

C. The products will not mclude the remote mterlo ni;éctai:, rrﬁequired p,erk

1040, 10(t)(3) ‘ - S '

d. The GCP- 2A, 2B each contam a remote ﬁre sw1tch whmh is mdented and
requires strong pressur tivate, prowdlng a tactile emission indicator for

the operator, but it ude the emxssmn mdlcator delay required per
1040.10()(5). :
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@iv) A des:ctijition of \t‘ am '\a‘igesf'to~,befderived»’from such d’evie'tion P

The GCP 1B, 1C 2A,2B w111 enable ofﬁcers perfonn covert‘markxng,
surveillance and 1dent1ﬁcation‘ funcnons Vaﬂ ni : !
will prov1de sufficient product function (power,
s0 as to protect officers as they perform their job f
51m11ar to combat and combat,tralmng ‘

W) An explanatmn of how alternate er suxtable means‘ :
prowded ; :

liation protection will be
Under this variance, the GCP-IB 1C, 2A 2B are to,v e sold oniy to Federal State,
local government and law enforcement agencies and shall not be sold to
individual personnel of these agenmes or orgamzatmns : :

1.
2.

3.

. 54.: : :
5. Soft carrymgcase_ hic wi

o when the unit is stored ~ i

6. The Operator Manual (GCP 1B, IC 2A"/
T appropmate laser safety wammgs and Tecon

‘ ',c,hed) eontaln the
o1 datlons for training.

These features requlre the operator to take several mtentlonal steps before fully
empowering the laser (elther local - or remote for GCP-2A, 2B only - operatlon),

prowdmg sultable proteetlon m&dvertent exposure to fully powered 1aser
emissions. : : : ,

For remote sthch operatzon (GCP 2A ZB), the remote ﬁ 'Wltch is indented
and requires strong pressure yidin rotectlon from
inadvertent exposure to fully powered lase missions, wh emamtammg the
operatlonal features to safeguard the hves of th :

(vi) The perlod of time it i is des re

i ,i-aifld,ﬂif appropriate,
the number of umts the apphca S ;

] :at‘the vananee )

March 1, 2005 to Maroh 1 201(}

(vii) In the case of prototype or experlmental eqmpment, the proposed locatmn of
~each unit. : i :

GCP-1B, 1C, 2A, 2B are:c‘; "ﬁ%&l;y'iﬁ;produe;z@onimode;and not in prototype or the
expenmentalstage Pl e B T Yo
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(viii) Such other mformatw’ 'd by regulatwn or by the Dlrector, Center f0r ,
Devices and Radlologlcal Hea h, to ev luate and act on the applxcatmn

NVEC will prowde addmonal “ "nformatlon as requlred‘by the Dlréctor to a351st in-
evaluanon and actlon upon this apphcatlon

(1x) Wnth respect to each noncl;mc l'laboratory, stud ined i m the appllcatlon,

was not conducted in comphance w1th ;such regulatmns,

t sta,té’menfof the
~ reason for the noncompllance. : .

NA

(x) {Reservedj , =

‘ (x1) If the electromc produc i

; subjects, is subject to the requirem
~ this chapter, and is subject to the requir or
part 50 of this chapter, the mvestlgation‘ shall» be con_
'reqmrements : : : Sy

_-,eompllance w1th such
NA

2) The apphcatlon for amendment or extenswn of a varlance shall mclude the
following mformauon. e e ~

This _application; is onlyfor the mmal vanance fequest‘
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