
May 13,2004 

Division of Dockets Management (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Roekvilla MD 208$2 

Rc: Comments on Prior notice of imported food under The Publio Health Security and 
Bioterrorism Preparedness and Response AGt of 2002, reopened. 

Docket Numblerre 2002N-0267 and 2002W027% 

As an astiociatioa, we represent the interests of customs brokers, international freight 
forwarders and certain importers in the Seatttle and Tacoma Washington area, and we are 
addressing these comments to the Food end Drug Administration on their behalf. 

1) Personal effects / Personal use shipments- Under current regulations, commercially 
produced food imported for tie personal use of an individual, even if i&eluded in a 
shipment of personal effects, requires PN. The stated intent of PN is to extend security to 
food and food products entering the public domain. Since these foods will not enter the 
public domain, and therefore pose no hazard to the public, then the subject act should 
have no jurisdiction over fiese shipments and they should not require PN. 

2> Ssrnple shipments - Under current regulations, food imported by a company for the 
sole purpose of testing, is subject to PN. The stated intent of PN’ is to extend security to 
food and food products entering the public domain. Since these faads will not enter the 
public domain, and therefore pose no hazard to the public, then the subject set should 
have no j,urisdiction over these shipments and they should not require PN, It should be 
specified that the samples imported must be for use solely by the importer and cannot be 
disttibuted to any other patty(ies). Said shipments can be marked on the &&e(s) 
‘“Samples, not for distribu,tion” - or a similar statement signed by the importer. 



3) Holding period for those goods without prior notioe. We contend that the holding 
period be no longer thau the original required PN timef3xme. For example, 2 hours by 
trunk. As stated, the purpose of prior not&% is solely to provide a sufficient time&am& for 
FDA to assess any threats posed by said imported materials, Therefore, the holding 
p&ad should not exceed this time period because a) it does not increase the safety to the 
public, and b) this potentially till hold thousands of shipments at their arriving locations, 
with the possibility of bottlenecking ALL iieight movement(s). At the very least, an 
ass.essment should first be made before a holding period is introduced / instituted to 
ascertain the percentage of shipments that are still tlot in conformity with the PN 
regulations, and Tom that determine the potential for harming the movement of all freight 
into and out of the U.S. 

4)7Xe filler should be notified when an entry is refused due to inadequate notice - 
According to CDR Domenic J. Veneziano, Director of the Prior notice Center, “The 
receipt of a confirmatioln number does not necessarily mean that you filed Prior notice as 
required by the interim final rule. In order to get your shipment into the country we have 
aMomatically provided Confirmation number8 back to you when you submitted through 
MI.” A method must bs in place to notify the filer when an entry is refused due to 
inadequate notice. At thin time, it is the responsibility of the canrier, rather than CBP or 

FDA, to notify interested parties of the refusal. This method places an unnecessary 
burden on carriers, why in this case are aoting merely as a middleman with no interest in 
tht; goods and their redtant clearance status through FDA. We understand that this will 
not change by the fill enforcement scheduled on August 12th, WE anticipate a huge 
amount of held shipments, which will cripple international transportation globally. Either 
full education must be made to #he filers, or the aforcement date must be postponed until 
such a time as this feedback can be given to the filers, We understand that approximately 
half of all PN transmissions ara inadequate. Obviously there is a problem that must be 
addressed and well before August 12”. We suggest shipment level feedback to the filer 
and aduoation seminars AND detailed written instructions on the proper filing of PN. 

5)Uvertime filing of PN w PN entry of air shipments, truck shipments and rail shipments 
leaving destination locations after 5pm on weekdays, and from Friday 5pm until Monday 
E&n will require enormous expenditures in man hours, ffiel and money, in the form of 
transportation to and from work locations, and overtime of&x hours by brokers, 
forwarders and importers. This could be as much as half or more of all PN required 
import shipments, We base this os1 a standard work week of Monday through Friday, gam 
through 5pm, And we also note that Friday evening shipping dates are popular with all 
cargoes including perishables, PN will inoreass difficulties in particular for the highly 
perishable cargoes which by their nature cannot afford any delay, and for which exact 
product types azid quantities may not be known until the cargoes have actually loaded on 
the plane. It will put a strain on airline cargo spare for cargo th&t may tien need to move 
via flights with weekday arrivals, produce a hardship for the shippers and consignees of 
perishables cargo, and require relevant staffing at origin locations for those flights that 
are leaving atier 5pm their time on weekdays. As such, we request that PN be coneidered 
a$ properly filed when transmitted on the first business day following a weekend, holiday 
or snowday. 
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6)Cor rec tio n  o f e r rors  -  A t th is  tim e , a  sim p le cfer ical  e r ror  o r  m istake o f fact  m a y  
requ i re  th e  cancel la t ion o f a  P N  e n try, a n d  th e  f i l ing o f a  r ep lacemen t o n e . Th is  c rea tes  
e n o r m o u s  add i tiona l  work  wh ich  is pa r t icular ly b u r d e n s o m e  o n  P N  e n tr ies th a t a re  so  
la rge  th a t they  m a y  requ i re  hou rs  to  i npu t. T h e  or ig ina l  P N  e n try m u s t b e  access ib le  by  
th e  fi ler to  u p d a te  a n d  o r  correct  as  th e  n e e d  ar ises. 

7 ) A t th is  tim e  the re  is n o  p rocedu re  fo r  hand l i ng  re fused  merchand ise . It s e e m s  l ikely 
th a t fo r  those  h igh ly  per ishab le  sh ipmen ts th a t a re  he ld  pas t the i r  commerc ia l l y  v iab le  
tim e  pe r iod , o r  those  samp les  th a t a m  smal l  a n d  commero ia l l y  wi thout  va lue , these  
ca rgoes  wil l  quick ly  fill any  wa rehouse  a n d  G .0 . wa rehouse  with ca rgo  th a t n o  o n e  wil l  
cla im.  The re  is a lso  n o  m e c h a n i s m  in  p lace  to  hand le  ca rgoes  th a t wi l l  b e  requ i red  to  b e  
re tige ra te d  o r  f rozen u p o n  arr ival .  A n y  per ishab le  ca rgo  se ized o r  he ld  th a t is n o t 
p roper ly  stored, m a y  n o  longer  b e  r;ommerc ia l l y  v iab le  once  it is re leased  o r  so ld  a t 
auc tio n . 

8 )Pr io r  n o tice f i led a fte r  ca rgo  arr ival .  S ince th e  P N  p r o g r a m  wil l  n o t accep t. P N  f i led 
a fte r  ca rgo  arr ival ,  th e  f& r m u s t e n te r  a u  i r lcoxrect d a te  o f ar r ival  wh ich  is o n  o r  a fie r  th e  
d a te  o E  arr ival .  Th is  skews F D A  inform a tio n , records  a n d  g e ts th e  f i ler in  th e  h a b i t o f 
submi ttin g  fa lse  inform a tio n . Th is  ed i t m u s t b e  taken  o u t, ff f i lers a re  F O R C E D  to  
submi t P N  e n try wi th a n  i naoneo t d a te  o f arr ival ,  h o w  can  F D A  d e te rm ine  if th e  d a te  was  
f i led tim e ’ly o r  n o t?  Fur the r , A B I wi l l  n o t accep t P N  o n  sh ipmen ts th a t have  a l ready  
arr ived.  Th is  leads  to  th e  m o r e  tim e  consuming  f i l ing o f P N  on l ine , a n d  a lso  leads  to  a  
co r rup tio n  o f th e  cor reo t d a ta . T h e  ed i ts fo r  d a te  sensi t ive P N  o n  .A 3 3 1  m u s t b e  taken  o u t. 

9 )Requ i r ing  e e p a r a te  pr ior  n o tices fo r  each  F D A  l ine o n  a n  e n try c rea tes  unnecessary  
add i tiona l . work . S e p a r a te  n o tices shou ld  n o t b e  requ i ted  fo r  s imi lar  fo o d  types, a l l  
c o w r e d  by  a  s ing le  P D A  ]p o d u G t o o d e , a n d  al l  m a n u fac tu red  by  th e  s a m e  reg is tered 
facil i ty sim p ly because  the re  a re  dif ferent package  sizes. It s e e m s  d o u b tfu l  th a t a n  8 0 2  
can  o f sard ines  can  b e  fo u n d  sa fe  fo r  th e  pub l ic  a n d  subsequen t impo r ta tio n  w h e n  a  1 6  oz  
can  is re fused  admiss ion ,. A ll p roduc ts covered  by  th e  s a m e  F D A  p roduc t code  shou ld  
requ i re  a  s ing le  P N  e n try, 

1O)Pr io r  trot ice con firm a tio n  shou ld  inc lude a  re fe rence  p rov ided  by  th e  filer. W e  expec t 
th a t th is  wi l l  b e  e i ther  a n  c;ustom s e n try n u m b e r  o r  a n  L T . / T & a  n u m b e r , P N  approva ls  
m a y  b e  difficult to  re fe rence  fo r  those  i% m s th a t a re  mak ing  m u it ipl le P N  e n ties , 
pa r t icular ly w h e n  iden tica,l me rchand ise  fo r  th e  s a m e  impo r te r  a n d  cons ignee  a re  
impo r te d . 

1 1  )C% ray M a r k e t fo o d  sh ipmen ts. In  m a n y  cases th e  on ly  i den tifiab le  p roduc t inform a tio n  
is & a t wh ich  is a n  th e  p roduc t itself. Th is  inform a tio n  nay  n o t b e  k n o w n  by  th e  sel ler  I 
sh ipper , a n d  th e  a G tu a 1  m a n u fsoturer a a  l isted 0x1  th e  labe l  m a y  n o t wish  to  disc lose any  
t ir ther inform a tio n . In  th is  case , th e  on ly  solut ion wou ld  b e  to  b a n  th e  impo r ta tio n  o f 
gray  m a r k e t fo o d  sh ipmen ta , o r  accept :  th e  m a n u fac turers  n a m e  as  l isted o n  th e  labe l  as  
a d e q u a te  inform a tio n , S ince th e  impo r ta tio n  into th e  U .S . o f G ray  M a r k e t fo o d  is 
subs ta n tial, w e  sugges t th e  latter, 
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12)Refused cargo and lmk &education - We note that shipper’s and consignee’s are 
completely unprepared for a rejeotion of their cargoes; come May 19& because prior 
notice has not been made, As an association, we are collectively reoeiving late 
documents daily. We have seen little effo+ts being made by PDA and CBP towards the 
proper education of the trade community arrd anticipate a bottleneck of cargoes which 
have not filed proper PN on or af&r May 19 ” , Further, we have no indication of what 
repercussions that an importer may face. Is there an intended penalty for goods arriving 
without proper PN? 

The importing community is not only conoemed with the safety of the public as a whole, 
but also in food supply that we take into our own homes, We want, to protect our food 
supply, but as professionals dealing with the movement of cargo, we also recognize that 
the current method of reporting this information is unnecessarily burdensome. There are 
other methods which could achieve the same affect, with less disruption of trade, 
confi&oa and duplication of work, W ith this in m ind, we respeotfully submit the above 
suggestions and welcoma a Xarger psrtidpatian in the PN process. 

We appreciate your consideration of our points, 

Sincerely, 
PGAATDA Chait 
GBIFFAWS 

Lee Harris 
Manager, Charles M , Sohayer &  Co 
Ph## 206-242-0600 Fx# 206-246-5497 
Lbmrris@sea~schayer.com 


