
DEPMTMENT OF HIALTH & HUMAN SERVICES Public Heahh Sorvice',, e- Food and Drug Administ€tion
9200 Colpolate Boulevard
Bockville MD 20850

sEP | 0 l"qg;
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Re :  K9?  01  9?
HTP-1500  Loca l i zed  Hea t  The rapy  Purnp
Regu la to ry  C- Iass :  I I
P roduc t  Code :  I LO
Dated :  Ju l y  15 ,  1991
Rece  i  ved :  Ju fy  1 .6 ,  I 997

D e a r  M r .  S t u d e r :

we  have  rev iewed  you r  sec t i on  510 (k )  no t i f i ca t i on  o f  i n ten t  t o
market the device referenced above and we have determined the
dev i ce  i s  subs tan t i a l t y  equ iva len t  ( f o r  t he  i nd i ca t i ons  fo r
use  s ta ted  i n  t he  enc losu re )  t o  dev i ces  marke ted  i n  i n tens ta te
commerce priol to Viay 28, 79'76, the enactment date of the
Medical Device Amendments, or to devices that have been
rec lass i f i ec i  . i n  acco rdance  w i th  the  p lov i s ions  o f  t he  Federa l
Food ,  D rug ,  and  cosmet l c  Ac t  (Ac t )  .  You  may ,  t he re fo re ,
marke t  t he  dev i ce ,  sub jec t  t o  t he  gene la l  con t ro l s  p rov i s ions
o f  t he  Ac t .  The  genera l  con t ro l s  p rov i s ions  o f  t he  Ac t
i nc .Lude  requ i remen ts  fo r  annua f  l eg i s t ra t i on ,  l i s t i ng  o f
dev i ces ,  good  manu fac tu r i ng  p rac t i ce ,  I abe f i ng .  and
proh ib i t i ons  aga ins t  m isb rand ing  and  adu l te ra t i on .

' !  w ^ , . r  . l F w , . a  , < . 1 ^ e s r f i p d  r c a a  ) h ^ v F )  r n r o  e i r \ p r  c l a s s  i I
( spac ia l  con t ro ] s )  o r  c lass  I I l  (P remarke t  Approva l ) ,  i t  may
be  sub jec t  t o  such  add j . t i ona l  con t ro . l s -  Ex i s t i ng  ma jo r
regu la t i ons  a f fec t i ng  you r  dev i ce  can  be  found  i n  the  code  o f
Federa l  Requ fa t i ons , ' ' l i t t e  z t ,  Pa r t s  Boo  to  895 -  A
subs tan t i a l l y  equ iva len t  de te rm ina t i on  assumes  comp l iance  w i th
the current Good Manufacturing Pract. ice lequirement, as set
fo r th  . i n  t he  Qua l i t y  sys tem Regu la t i on  (QS)  fo r  Med ica f
Dev ices :  Genera l  regu la t l on  (21  cFR Par t  820 )  and  tha t ,
t h rough  pe r iod i c  (QS)  i nspec t i ons ,  t he  Eood  and  Drug
Admin i s t ra t i on  (FDA)  w i l l  ve r - i f y  such  assumpt ions .  Fa i l u re  to
co rnp fy  w i th  the  GMP requ la t i on  may  resu l t  i n  r : egu fa to ry
ac t i on .  I n  add i t i on ,  FDA nay  pub l i sh  fu l t he r  announcemen ts
conce rn ing  you r  dev i ce  i n  t he  Federa l  Reg ts te r .  P fease  no te :
th i s  response  to  you r  p rema. rke t -no t i t i ca t i o r l  submiss ion  does
no t  a f fec t  any  ob l i ga t i on  you  m igh t  have  under  sec t i oos  531
fh ro r roh  542  o f  t he  Ac t  f o r  dev i ces  under  the  E lec t ron i c
Produc t  Rad ia t i on  con t ro . I  p rov i s ions ,  o r  o the r  Federa l  l aws  o r
regu la t i oos  -

Scott Gammons
Approved

Scott Gammons
Text Box
FDA 510k Adroit HTP-1500



Page 2 - Mr. Richard L. Studer

This letter i .r i l1 al low you to begin marketing your device as
desc r ibed  i n  you r  510 {k )  p lena lke t  no t i f i ca t i on .  The  EDA
finding of substantial equivalence of your device to a legall-y
marketed predicate dev.ice results in a classif ication for your
device and thus, permits your devlce to proceed to the rnarket.

1f you desire specif ic advice for your device on oux labeling
regu la t i on  (21  CFR Par t  801  and  add i t i ona l l y  809 .10  fo r  i n
v i f ro  d iagnos t i c  dev i ces ) ,  p lease  con tac t  t he  O f f i ce  o f  

-

Conp l i ance  a t  (301 )  594 -4659 .  Add i t i ona l l y ,  f o r  ques t i ons  on
the promotion and advert ising of your dev-ice, pfease contact
the  O f f i ce  o f  conp l i ance  a t  (301 )  594 -4639 .  A l so ,  p l -ease  no te
the regulation entit led, "Misblanding by reference to
p remarke t  no t i f i ca t i on "  (21  CFR 807 .97 ) .  O the r  genera l
information on your lesponsibi l i t ies unde! the Act may be
obtained from the Division of SmalManuf acturers Assistance
a t  i t s  t o l l - f r ee  nu r l rbe !  (800 )  638 -2041  o r  {301 )  443 -659?  o !  a t
i ts internet address ithttp: / /www. fda. gov/cdrh/dsmamain. html " .

Sincere lv  vours,
l -
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