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A e r o L e l  M e d i c a l  S y s t e m s  H e a r t  2 0 0 5  E v e n t  R e c o r d e r  a n d
T r a n s m i t t e r

R e g u l a L o r y  C l a s s :  I I  ( t w o )
P r o d u c t  C o d e :  1 4  D X H
D a t e d :  A p r i I  I ' / ,  2 0 0 0
R e c e i v e d :  A p r i l  1 8 ,  2 0 0 0

D e a r  D r .  M y e r s :

W e  h a v e  r e v i e w e d  y o u r  S e c t . i o n  5 1 0  ( k )  n o t i f i c a t i o n  o f  i n t e n L  t o  m a r k e t
the  dev ice  re fe renced above and we have de l ,e rminec i  the  dev ice  is
s u b s t a n t i a l l y  e q u i v a l e n t  ( f o r  t h e  i n d i c a t i o n s  f o r  u s e  s t a t e d  i n  t h e

e r - r c l o s u r e )  t o  l e g a l I y  m a r k e t e d  p r e d i c a t e  d e v i c e s  m a r k e t e d  i n
j - n t e r s t . a L e  c o m m e r c e  p r i o r  t o  M a y  2 8 ,  I 9 ' / 6 ,  t h e  e n a c t m e n t  d a t e  o f  t h e
M e d i c a l  D e v i c e  A m e n d m e n t s ,  o r  t o  d e v i c e s  L h a t  h a v e  b e e n  r e c f a s s i f i e c i
i n  a c c o r d a n c e  w i t h  l - h e  p r o v i s i o n s  o f  t . h e  F e d e r a l  F o o d ,  D r u g ,  a n d
C o s m e t i c  A c t  ( A c t )  Y o u  m a y ,  t . h e r e f o r e ,  m a r k e t  L h e  d e v i c e ,  s u b j e c t -
t o  t h e  g e n e r a l  c o n t r o l -  p r o v i s i o n s  o f  t h e  A c t .  T h e  g e n e r a l  c o n t r o l
p r o v i s i o n s  o f  t h e  A c t  i n c l u d e  r e q u i r e m e n t s  f o r  a n n u a f  r e g i s t . r a t i o n ,
l i s t i n g  o f  d e v i c e s ,  g o o d  m a n u f a c t u r i n g  p r a c t i c e ,  l a b e l i n g ,  a n d
n r o h i l r " i  t i o n s  A o F i n s f  m r s h r a n c i  i n o  a n r ^ i  a c l r r l t . e r : a t i o n .

T f  v o r r r  c l e v i  c e  i s  c l a s s i f i e d  ( s e e  a b o v e )  i n t o  e i t h e r  c l - a s s  I I
( S p e c i a l  C o n t r o l s )  o r  c f a s s  l I I  ( P r e m a r k e t  A p p r o v a l ) ,  i t  m a y  b e

s u b j e c t  t o  s u c h  a d d i t i o n a l  c o n t r o l s .  E x i s t i n g  m a j o r  r e g u l a t i c n s

a f f e c t i n g  y o u r  d e v i c e  c a n  b e  f o u n d  i n  l - h e  C o d e  o f  F e d e r a l

R e g u l a t i o n s ,  T i t l e  2 I ,  P a r t s  8 0 0  t o  8 9 5 .  A  s u b s t a n t i a l l y  e q u i v a l e n t

d e t e r m i n a t j - o n  a s s u m e s  c o m p l i a n c e  w i t h  1 , h e  C u r r e n t  G o o d  M a n u f a c t u r i n g

P r a c t i c e  r e q u i r e m e n t s ,  a s  s e L .  f o r t h  i n  t h e  Q u a l i t y  S y s t e m  R e g u l a t i o n

( O S )  f o r  M e d i c a l -  D e v i c e s :  G e n e r a l -  r e g u l a t i o n  ( 2 I  C f R  P a r t  8 2 0 )  a n d

t h a t ,  t h r o u g h  p e r i o d i c  Q S  i n s p e c L i o n s ,  L h e  F o o d  a n d  D r u g

A d m i n i s t r a t i o n  ( F D A )  w i l l  v e r i f y  s u c h  a s s u m p t i o n s .  F a i l u r e  t o  c o m p l y

w i t h  1 - h e  G M P  r e g u l a t i o n  m a y  r e s u l L  i n  r e g u l a t o r y  a c L " i o n -  I n

a d d i t i o n ,  F D A  m a y  p u b l i s h  f u r t h e r  a n n o u n c e m e n t s  c o n c e r n i n g  y o u r

d e v i c e  i n  t h e  F e d e r a l  R e g i s t e r .  P l e a s e  n o t e :  t h i s  r e s p o n s e  t o  y o u r

p r e m a r k e t  n o t i f i c a t i o n  s u b m i s s i o n  d o e s  n o t  a f f e c t  a n y  o b l i g a t i o n  y o u

* i q l t t  h a v e  u n d e r  s e c t i o n s  5 3 1  t . h r o u g h  5 4 2  o f  L L r e  A c t  f o r  d e v i c e s

u n d e r  t h e  E f e c t r o n i c  P r o d u c t  R a d i a t l o n  C o n t r o l  p r o v i s i o n s .  o r  o t h e r

F e d e r a l  f  a w s  o r  r e q u l - a t i o n s .



P a o p  2  -  G r r o r . : , e  H  M r r a r q  S c  D ,I  v v .

T h i s  f e L L . e r  w i - L - L  a l f o w  y o u  t o  b e g i n  l n a r k e t . i n g  y o u r  d e v i c e  a s
c l e s c r i h e d  i n  v o r t r  5 1 0 { k )  n r e m a r k e t  n o t i f i c a t i o n .  T h e  F D A  f i n c l  i n o  o l -v  r  v  

\  
i L  

/

s u b s t a n t i a f  e q u i v a l e n c e  o f  y o u r  d e v i c e  L o  a  l e g a t l y  m a r k e L e d
n r e c l  i  r : a 1 - e  c i e r r i  g g  r e s u l - L s  i n  a  c l a s s i f i c a L i o n  f o r  r u o r r r  d e r r i  C e  a n d) / v u !

f  h r r s -  n c r m i f  q  . Z O U r  d e v i C e  t O  n r o c e e f l  f  o  l - h c  r n 3 a k g 1 .L v  v !

I f  y o u  d e s i r e  s p e c i f i c  a d v i c e  f o r  y o u r  d e v i c e  o n  o l - t r  l a b e l i n g
r o n r r l r r - i n n  t ) 1  C F R  P a r t  8 0 1  a n d  a d d i t i o n a l l y  8 0 9 . 1 0  f o r  i n  v i t r o\ a r

d i a g n o s  L . i c  d e v i c e s  )  ,  p l e a s e  c o n t a c t  1 - h e  O f  f  i c e  o f  C o m p l i a n c e  a t -  ( 3 0 1 )
5 9 4 - 4 6 4 8 .  A d d i t . i o n a l l y ,  f o r  q u e s t i o n s  o n  t h e  p r o m o t i o n  a n d
e r l r r c r f  i  s i  n n  6 f  r r n r r r  d a v i  a a  ^ I e a S e  C O n t a C t  t h e  O f  f  i C e  O f  C o m n l  i  a n r : e,  y r u q r v

a t  ( 3 0 1 )  5 9 4 - 4 6 3 9  .  A l s o ,  p l e a s e  n o t e  t - h e  r e  g u l a t i o n  e n t i t - 1 e d ,
r / M i  q h r r n r t i  n n  l - r r r  r a f  o r o n c o  f  n  p l g m a r k e t  n o t i f  i c a t i o n "  ( 2 1 C F R  B 0 j  . 9 j )  .u v  I

O t h e r  o e n e r a l  i n f o r m a t i o n  o n  v r ^ r r r r  r e s n . n s i h j ,  l i t i e s  u n d e r  t h e  A c t  m a v
b e  o b t a i n e d  f r o m  t h e  D i v i s i o n  o f  S m a l - l -  M a n u f a c t u r e r s  A s s i s t a n c e  a t
i t s  t . o l - l - f r e e  n u m b e r  ( 8 0 0 )  6 3 8 - 2 0 4 7  o r
( 3 0 1 )  4 4 3 - 6 5 9 1  o r  a t  i t s  T n t e r n e t  a d d r e s s
" h t t p :  /  / w w w .  f d a .  g o v l c d r h / d s m a / d s m a m a i n .  h t m ] "  .

S i n r : e r e l v  v o u r s ,' t l
n / I ^ - A l Y l
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' D i r e c t o r

D i v i s i o n  o f  C a r d i o v a s c u l a r  a n d
R e s p i r a  t o r y  D e v  L c e s

O f f i c e  o f  D e v i c e  E v a f u a t i o n
C e n t e r  f o r  D e v i c e s  a n d

R a d j - o l o g i c a l  H e a l t h

E n c - L o s u r e
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510(l() Number (if known):

Diagnostic Ultrasound Indications for Use Form

Device Name: I{eart 2005

Indications for Use:

The Heart 2005 is a long-ternl portable electrocardiogram monitor intended to be usedfor long-tenn cardiac out-patient management. The unit records a period ofelectrocardiogram *'henevcr the patieni feels symptorns, as indicaied to him by aphysician, and presses a button on the unit. The electrocardiograms are then sent to thephysician by telephone.

l'he unit is indicated whenever it is desired to have electrocardiograms of asymptomatic patient at the time of the symptoms. There are no larown
contraindications.

(PLEASE DO NOT WRITE BELOW THIS LINE _ CONTINUE ON ANOTHER
PAGE IF NBBDED)

co"*...'*f CDRH, offi.. orD*i". Etutu"tion ronnt

Prescription Use
Use
(Per 2lzFn 810.109)

X OR Over-the-Counter

(Optional Format l-2-96)

l \ \ _  t l  0i l  l  \ t . u ^
V J . ! -

\i- (Division Sign0fil

4
I

Division of Cardrovaecular
and Neurofogical

vmcular. ReepiratorY,
Devicee

SlqklNun6er


