
s 

DEPARTMENTOFHEALR-I&H~MANSER~~ES 

g+ pasbd -t 

Public Health Service 
Food  and  Drug Administrat 
Los Angeles District 

19701  Fairchild 
Irvine, California 92612-250 

WARNINGLETTER 

CERTIFIED MAIL 
RETURN RECEIPT REQUESTED 

August 18,2003 

M r. Kim, Director 
Hamni, Inc. 
3345 E. Slauson Ave. 
Vernon, CA 90058 

Telephone (949) 608-2900 

W /L 48-03 

Dear M r. Kim: 

On June 11, 2003, the Food & Drug Administration (FDA) conducted an inspection of your 
facility located at 3345 E. Slauson Ave., Vernon, CA 90058. The inspection was conducted to 
determine your firm ’s compl iance with FDA’s Seafood Hazard Analysis Critical Control Point 
(HACCP) Regulations, Title 21 of the Code of Federal Regulations Part 123 (21 CFR $123), 
“Procedures for th& Safe and Sanitary Processing and Importing of Fish and Fishery Products”, 
and the Good Manufacturing Practices (GMP) requirements for foods, 2  1  CFR Part 110. The 
Seafood HACCP Regulations were issued pursuant to Section 402(a)(4) of the Federal Food, 
Drug and Cosmetic Act (the Act). Seafood that is processed in violation of the HACCP 
regulations is adulterated, according to the Act, because it has been prepared, packed, or held 
under insanitary condit ions whereby it may  have become contaminated with filth, or may  have 
been rendered injurious to health. You can find this Act and the Seafood HACCP Regulations 
through links in FDA’s home page at httn://www.fda.g;ov. 

The seafood processing regulations, which became effective on December 18,1997, require that 
you implement a  preventive system of food safety controls known as HACCP. HACCP 
involves: 

(1) identifying food safety hazards that, in the absence of controls, are reasonably likely 
to occur in your products; and 

(2) having controls at “critical control points” in the processing operation to eliminate or 
m inimize the likelihood that the identified hazards will occur. 

Prudent processors already take these kinds of.measures. HACCP provides a  systematic way of 
taking those measures that demonstrate to FDA, to your customers, and to consumet-s, that you 
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a re  rout ine ly  prac t ic ing fo o d  safety by  des ign .  S e a fo o d  p rocesso rs  th a t h a v e  b e e n  fu l ly  o p e r a tin g  
H A C C P  sys tems adv i se  us  th a t th e y  b e n e fit f rom it in  severa l  ways,  i nc lud ing  hav i ng  a  m o r e  
safety o r i en ted  workforce,  hav i ng  less  p r oduc t was te , a n d  hav i ng  fewe r  p r ob l ems  genera l l y .  

Du r i ng  o u g  inspect ion,  th e  F D A  invest igator  obse r ved  th a t you r  firm  d i d  n o t comp l y  wi th 
impor te r  ver i f icat ion r equ i r emen ts. Th is  se r ious  dev ia t ion  h a s  c a u s e d  th e  f rozen  sa l ted  macke re l  
impo r ted  by  you r  firm  to  b e  adu l te ra ted  wi th in  th e  m e a n i n g  o f S e c tio n  4 0 2  (a) (4)  o f th e  F o o d , 

D rug , a n d  C o s m e tic A c t ( the A c t) in  th a t y o u  fa i l ed  to  p rov ide  ver i f icat ion pe r  2  1  C F R  1 2 3 .1 2  
(d)  th a t you r  f ish a n d  f ishery p r oduc ts h a v e  b e e n  p rocessed  u n d e r  cond i t i ons  th a t comp l y  wi th 
r equ i r emen ts o f 2 1  C F R  1 2 3 . T h e  F D A  invest igator  p rov i ded  y o u  wi th a n  F D A  4 8 3  l ist ing th e  
se r ious  dev ia t ion :  

(1)  Y o u  m u s t h a v e  p r oduc t spec i f icat ions th a t a r e  d e s i g n e d  to  ensu re  th a t th e  f ish a n d  
f ishery p r oduc ts y o u  impor t  a r e  n o t in ju r ious  to  hea l th , to  comp l y  wi th 2 1  C F R  
1 2 3 .12(a)(2)( i ) .  Howeve r , you r  firm  d o e s  n o t h a v e  a  p r oduc t spec i f icat ion fo r  f i -ozen 
sa l ted  macke re l  impo r ted  fro 

T h e  a b o v e  i den tifie d  dev ia t ion  is n o t i n t ended  to  b e  a n  a l l  inc lus ive  list o f d e f ic ienc ies a t you r  
facil i ty. It is you r  respons ib i l i ty  to  ensu re  th a t a l l  s e a fo o d  p r oduc ts p rocessed  a n d  d is t r ibuted by  
you r  firm  a re  in, comp l i ance  wi th th e  A c t a n d  a l l  r e qu i r emen ts o f th e  fede ra l  regu la t ions .  

Y o u  shou l d  ta k e  p r o m p t m e a s u r e s  to  correct  th e s e  dev ia t ions.  Fa i lu re  to  p r o m p tly correct  th e  
dev ia t ions  n o te d  m a y  resul t  in  regu la to ry  ac t ion  wi thout  fu r ther  n o tice. S u c h  ac t ion  i nc ludes  
se izu re  a n d /o r  in junct ion.  In  add i tio n , F D A  m a y  d e ta i n  you r  s e a fo o d  p r oduc ts wi thout  
e x a m i n a tio n . U n d e r  such  cond i t ions,  F D A  wil l  n o t i ssue  a n y  Cert i f icates fo r  E x p o r t o r  E u r o p e a n  
U n i o n  Hea l th  Cert i f icates fo r  a n y  o f th e  a ffec ted  f ish a n d  f ishery p r oduc ts p rocessed  a t you r  
facil i ty. 

P l ease  n o tify th is  o ffice in  wri t ing, wi th in  fifte e n  (15 )  wo rk i ng  days  o f rece ip t  o f th is  letter o f 
speci f ic  s teps  y o u  h a v e  ta k e n  to  correct  th e s e  v io lat ions,  i nc lud ing  a n  e xp l ana tio n  o f e a c h  s tep  
ta k e n  to  p r e ven t the i r  recur rence .  Y o u r  r e sponse  shou l d  i nc lude  cop ies  o f a n y  ava i l ab le  
d o c u m e n ta tio n  d e m o n s trat ing th a t cor rec t ions  h a v e  b e e n  m a d e . If cor rect ive ac t ion  c a n n o t b e  
c o m p l e te d  wi th in  1 5  wo rk ing  days ,  state th e  r eason  fo r  th e  de l ay  a n d  th e  tim e  f rame wi th in  
wh i ch  th e  cor rec t ions  wi l l  b e  c o m p l e te d . 

Y o u r  wr i t ten rep ly  re la t ing  to  th e s e  conce rns  shou l d  b e  d i rec ted  to : 

U .S . F o o d  &  D rug  A d m inist rat ion 
A ttn : Director,  Im p o r t O p e r a tio n s  B ranch  
L o s  A n g e l e s  District 
2 2 2  W e s t 6*  S treet, S u i te  7 0 0  
S a n  P e d r o , C A  9 0 7 3  1  
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If you have questions regarding the implementation of the HACCP Regulations, you may contact 
Ruth P. Dixon, Compliance Officer, at (3 10) 83 1-6123 extension #155 for answers and/or 
direction towards guidance and sources of training in achieving compliance. 

We look forward to working with you to achieve a successful HACCP program. 

Alonza G-use 
District Director 

cc: California Department of Health Services, Food & Drug Branch 
601 N. 7* Street 
Sacramento, California 94234-7320 
Attn: Stuart Richardson, Jr., Chief 


