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Dear  Dr .  HYers :

R e I  K 9 5 0 0 0 4
tt""ttltie" L2'Lead ECG F'ecorder/

Trensnir- ter
Dated i  SePcenber  12 ,  1995

Received: SePteuber 13 '  1995

Regul-acory Gl-ass; I I  ( t ' ro)

Proauce Code:  74  DPS

He have rev iewed your  secc ion  ,5 t0 (k )  noc i f i cac ion  o f  incenc  co  lnarkeu '  che

d,evlce referenced e,bovs and're have r ie.eEminea Che device is subscanclal ly

equivalenc co devices Natkeced in incerscstr* "o,* i""e pr ior co Kay 28'  L976'

che enaccnenc datre of Che Hedical DevicE arqerrd.leies or co devices thaE hgve

been reclassi f ied in sccordance vr i th Che provi" iot ' t  of  che Federal  Food' DtuE'

af ld Cosrnec, ic Acc (ecc).  You rnay, Eherefore, ruarkeE Che d'evica'  subjecc'  Eo Che

general  confroLs provisiorrs of Che Acc. f t ,"  g"t ; iu l  "o"t tols provisions of

che AcE include requiremencs for annuEl rugi" t .*" t io" '  

- f i t t ing 
of devices '  good

ruanugaccuring praccice, Iabel ing, * ia proi , iUicions againsc rnisbrandlng arrd

a d u l c e r a c i o n .

1 f  y o u r  d e v i c e  L s  c l a s s i f i e d  ( s e e  a b o v e )  i n c o  e i c h e r  c l a s s  I I  ( s p e c i a l

ConEro ls )  ' l r  c lass  I I I  (Prerurkc 'e  Approva l )  ! c  may be  sub jec t  to  such

add ic iona l  concro ls .  Ex isC ing  r , ra jo r  regu lac io . , "  l f f . " . !ng  your  dev ice  can be

found in  che Code o f  Federa l  n "g"1 i " i . r , f ,  t i .Lu  Z l '  Parcs  800 co  895 '  A

subscanciaiLy equivalenE deterrainatr ion assu$es coopl i i : : : . " : : : , . lnt  tooo

Hs.nufaccuring Pracclce for Kedical  Devices: Ceneral  (Cl{P) regulacion (2I CFR'

parc  820)  and chat ,  chrough per iod ic  G l {F  inspe" ; i ; * ; .  FDA qr l l l  ver i f y  such

assuftpqions. Fal lure co coFPIy vic l t  che Gt{P regulacioi  TtI  : : :ulc 
in

regu la€ory  acc ion .  In  add lc ion ,  Ehe Food and D iug  aamin isc rac ion  (FDA)  may

publ ish furthef announceEengs concerning your d'evice in Che FeC-eral 'Register '

plee,se noEe: chls response co your predatf t t t  "oUif ic 'ecion subqission does noc

af fece  eny  obL igac ion  you n ighc  have undEr ' * " t io i t  5 t r ' l " chrough 542 o€  Che AcC

for devices under the EleeCronlc ProducC RadlaCion ConCroL pfoviaions '  or

ocher Federal  [ .s,ws or Reg,ulacions'

Thls Leccer immediacely wi l l  aLlo\. t  you Co begin markecing ycur device as

d ,escr ibed Ln  your  5 fO(k)  p remarkec  noc i i t cas ion-  An FDA f ind ing  o f

subscanc ia l  equ iva lence.o f  you '  dev ice  co  "  l tg " I ty  marke : : i  
[ : i : : t : :  l : : : ; : .

resu lcs  Ln  a  c less i f i cau ion-  fo r  your  dev ice  and permics  your  o r

co che cqarkec,,  buc Lc does notr nr lan chac FDe etrplo*res. yolr  aevice'  Therefore'

you may noc pEocf loce or in any Hay Eepresenc_y"F?G.L ot ics Label ing as

be ing  ap$- roved by  FDA.  L f  you  des i re  spec i f ie  adv ice  €or  your  dev ice  on  ouE

LabeL ing  regu lac ion  (2 I  CFR Parc  801 and add ic ionat ly  809 ' lO fo r  Ln- : r - : " �B '

d i a g n o s c i c  d e v i c e s ) .  p E o m o c i o n l  o r  a d v e r c i s i n g  p l e s ' s l  " o l : 1 : c  c h e  0 f E i c e  o f

C o r n p l i a n c e ,  p r o m o c i o n  a n d  A d . v e r c i s i n g  P o l i c y  i e a f  f  ( H F e - 1 0 0 )  a c  ( 3 0 t )

5 9 6 - & 6 1 9 .  O C i r e r  g e n c r a L  i n E o r m e c i . o n  o n  y o t ' t  . u " O o n s i b i l i c i ' l s  u n d e f  c h e  A c c



may  be  obca ined  f rom che  D iv i s i on  o f  Sma I I  Hanu faccu rp - r s  Ass i scance  ac  che i r
c o I L  f r e e  n u r n b e r  ( 8 0 0 )  6 3 8  - | A U L  o r  a c  ( 3 0 I )  4 { J - 6 5 g 7 .

S  i n c e r e l y  y o u r s ,

--Jt? lJ n." 0
// 27-q",-z.e J 'e&/1"4o*.

T h o m a s  J .  C a I l a h $ f i ,  P h . D .
A c c i n g  D i r e c c o r
Divis ion of Cardio.rascular.

RespiraEory, and Neurological  Devices
Off ice of Device Evaluacion
Cencer for Devices and

S,adiological  HeaIch

RuLher fo rd ,  New Je rsey
F e b r u a r y  2 8 ,  I 9 9 6

r ,  G e o r g e  H .  M y e r s ,  h e r e b y  s w e a r  t h a t  r  r e c e i v e d  t h e
le t te r  f rom the  un i ted  s ta tes  Food  and  Drug  Admin i s t ra t i on
(FDA)  to  wh ich  th i s  s ta temen t  i s  appended ,  s taL ing  tha t

A e r o t e l  L t d . ,  H o l o n ,  r s r a e l - ,  h a s  r e i e i v e d  F D A  ^ a i k e t i r r g
c l e a r a n c e  f o r  i t s  H e a r t v i e w  1 2 - l e a d  E C G
R e c o r d e r / T r a n s m i t t e r .  r  f u r t h e r m o r e  s t a t e  t h a t  r  a m  t h e
o f f i c i a l  c o r r e s p o n d e n t  o f  A e r o t e r ,  L t d . ,  f o r  t h e  F D A ,  a n d
tha t  r  no rma l l y  rece i ve  a l l  FDA co r respondence  fo r  Ae ro fc t  -
pu rsuan t  t o  no rma l  FDA p rac t i ces .

S i  r rn or l

AlEtfi*CtlilJm.t
Cbr*dn ErgiFfuld fg' l$t

ct
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u b l i c

Lawrence


