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Re: Comments of the Animal Nutrition Associatio of Canada on the Food and 
Drug Administration (FDA) proposed rules un 
Security and Bioterrorism Preparedness and 
published in the Federal Register of 

Prior Notice of Imported Food 
Registration of Food Facilities 

national trade association 
suppliers of grains, oilseed 
services to the industry. 
the animal nutrition products 
have the opportunity to 
member firms engaged in 
regulations for prior notice of 

mported food and registration of food facilities. 

Prior Notice of Imported Food Shipments - Docket No. 02N-0278 

ross border shipments to the 
case with many other 
of U.S. Customs brokers to 
ms and FDA entry 

mbers, etc.) for all shipments at point of border crossirg. As many of these 
mpanies have been involved in trade of feed products for a number of years, 

sactions are regular, e.g. daily, weekly, monthly, and consist, for the most part, of 
same products. It is our understanding that many Canadian feed exporters have 
n participating in existing bilateral Customs initiatives for low risk products (e.g. C- 
T, FAST, SMART Border Plan) that are designed to address the risks associated 
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Ne wish to stress that Canadian feed exporters have r 
efforts to ensure they meet the requirements of U.S. re 
leeds of their U.S. customers, and that any delays or ( 
Iorder resulting from redundant paperwork will have sf 
Canadian exporters and their U.S. customers. 

lade significant investments and 
Julatory authorities and the 
isruptions of shipments at the 
rious consequences both for the 

The concerns of Canadian feed exporters arising from he proposed rule can best be 
llustrated witlh the following example of procedures (e. . in the dairy industry) that are 
:ypical for most transactions: 

The U.S. customer, i.e. producer, places the order y phone directly with the 
Canadian feed supplier. I 
Most orders are given on short notice, i.e. within 4 t 24 hours before delivery, due 
primarily to limited bin storage capacity on the farm nd the difficulty of predicting, 
within hours, when the producer will run out of shortage of feed can result 
in immediate effects on production, quick and time1 delivery of products is very 
critical to the competitiveness of the U.S. customer. 
Once the feed is manufactured the feed mill must c ordinate shipments to maximize 
truck capacity. To do this, trucks are loaded with shi 
several farms. 
The approlximate quantity (within 0.5 to 1 ton) of eat 
estimated at the time the order is placed at the feed 
quantity of feed in the shipment is determined at the 
which is usually l-2 hours before the truck reaches 1 
Time of arrival at the border and time of delivery at t 
dependent on weather conditions, road conditions, r 
problems, waiting time at the border, etc. 

B) Who submits the Prior Notice: 
As demonstralted in the above example, although the U 
places the order directly with the feed supplier, the cust 
knowledge of the final contents of the truck containing t 
customers’ oriders. (It is our understanding that many pr 
are not equipped with faxes or Internet service and thu: 
notice to FDA). It is the Canadian exporter, and the con 
that can provide the most accurate and timely informatil 
arrival at the border. To restrict submission of the notice 
the resident U1.S. purchaser, importer or a U.S. agent ac 
purchaser or importer, will result in additional expenses 
delays and inaccuracies in the transfer of the informatic 
recommend that the Canadian exporter and/or the e 
be permitted to submit the prior notice. 
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bments that will be delivered to 

I load in the truck can be 
nill by the producer. The exact 
time of loading of the truck, 
le border. 
be farm is variable and largely 
Iad closures, mechanical 

S. customer, i.e. producer, 
)mer has no first hand 
is, and possibly other 
lducers, e.g. dairy customers, 
are not able to submit the prior 
pany’s U.S. Customs broker, 
In on the shipment prior to its 

as per the current proposal, to 
;ing on behalf of the U.S. 
for the U.S. customer and 
I. We therefore would like to 
Kporters U.S. Customs broker 



C) When the Prior Notice can be submitted: 
The minimum time of “noon of the calendar day befon 
at the U.S. border crossing or at port-of-entry” for sub1 
flexible enough and does not take into account the op 
transactions. As indicated in the above example, a sig 

the day the shipment will arrive 
mission of the prior notice is not 
rational/logistical 
I 

realities of feed 
ificant number of transactions 

occur on sholrt notice, i.e. same day delivery, and give the effect on livestock and 
poultry production that additional delays in delivery entail, compliance to the 
proposed minimum notice time would be very difficult t achieve without serious 
financial repercussions both for the Canadian exporter nd the U.S. customer. To 
address these situations we recommend that a mini urn time of4 hours for 
submission of prior notice be permitted for that are not logistically 
possible beyond a same day delivery time frame. : 

D) Amendments to Prior Notice: 
i) Quantity of shipment: As outlined in the above exa xact quantity of feed in 
the shipment can only be determined at time of load truck, which is usually I-2 
hours before the truck reaches the border. As this in ation would not be available at 
the time of initial submission of the prior notice, virtual1 II prior notices would have to 
indicate an arnendment for the quantity in the shipme order to be compliant with the 
current proposal. As this will undoubtedly result in dministrative and data 
processing costs for FDA and increased risk of dela order, we recommend 
that either approximate quantities (e.g. within a 1 range of actual weight for 
bulk shipments) be acceptable in the initial subm on of prior notice, or that a 
quantity amendment not be required. 

ii) Arrival time of shipment: The current proposal requiri that an update to the original 
prior notice be submitted to FDA up to 2 hours prior to rival, if a shipment is expected 
to arrive more than one hour prior or more than 3 h an the the initially 
notified, is too restrictive. As mentioned in the above e ple, arrival time of the truck 
at the border is largely dependant on factors such nd road conditions, road 
closures, mechanical problems, rerouting due to limited 
*Lime at the border, etc. These situations are, for the mo 

r crossing points, waiting 
unpredictable and 

Deyond the control of the exporter. (It should also be n that when problems occur, 
Information flow between the driver and the exporter is always immediate, thereby 
making it more difficult to provide FDA with updates wit 
Here again, while it is doubtful the intent is to create m 

the proposed time frames). 
congestion at the border and 

more delays in processing of the submissions, this will unavoidable unless the 
requirements alre made more flexible. As such we reco end that an approximate 
lime of arrival at the border (e.g. indication of a.m. .m.) be acceptable in the 

riginal prior notice, and that updates to time of arri I be acceptable up to 2 
ours prior to arrival. As the border crossing point of th shipment can also be subject 

change due ,to the situations outlined above, we would appreciate clarification on the 

i llowing points: will the number of border crossing point be limited and will border 
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crossing points be operational 24 hours a day, i.e. out: ide of normal business hours? 

E) What information must be submitted with the PI 
As mentioned in section A) of this submission, shipme 
the U.S. are Iregular and consistent and Canadian feet 
to submit detailed information to U.S. Customs Service 

or Notice: 
Its of Canadian feed products to 
exporters are currently required 

and FDA authorities for all 
shipments at point of border crossing. To avoid compli ations and inaccuracies we 
recommend that FDA consider making the informa ‘on required in the prior notice 
as consistent and as compatible as possible with t 

i 

e entry line level of data 
required by {U.S. Customs Service. We would also lik to point out that Customs entry 
numbers are not available to the exporter until the true arrives at the border and 
therefore it is not possible to provide this information in he prior notice, as per the 
current proposal. As such we recommend that the Cu toms entry number not be 
required to be submitted in the prior notice. ” 

2. Registration of Food Facilities - Docket No. 02N-0 76 

A) FDA establishment registration and inspection 0” Canadian manufacturing 
facilities that export medicated feeds to the United States: 

Canadian feed manufacturers who export medicated feeds to the U.S. are currently 
subject to an annual registration and facility inspection by the FDA. The information 
required by the FDA for the facility registration is very detailed and, through the annual 
nspections, FDA officials acquire first hand knowledge of the manufacturing facilities. In 

an effort to harmonize information transfer, avoid duplic; tion and streamline FDA 
activities and resources we would like to recommend that the FDA consider 
exempting Canadian feed manufacturing facilities currently subject to annual 
FDA facility registration and inspection for export of medicated feeds, from 
registration under the proposed regulations. 

Which facilities must be registered: 
e would appreciate clarification on a few points relatin to exemption criteria for 

foreign facilities. If a registered Canadian feed mill recei 
customer and, due to exceptional circumstances, the fee 
t+e site where the order was placed, but can be manufa 

i 

s an order from a U.S. 
cannot be manufactured at 

tured, packaged and shipped 
f-om another mill owned and operated by the same corn any, is the second mill 
required to be registered? Has the FDA considered how amendments to the prior 
r otice can be made in a timely manner when these exce tional situations occur? 

) Future Amendments for Facility Registration and 
anadian and 1J.S. authorities already cooperate on a 
ustoms initiatives such as C-TPAT, FAST, and 
ecifically on food safety, biosecurity and 



l .  

e ffec t iveness  o f th e s e  p r o g r a m s  h a s  a l ready  b e e n  est  b l i shed.  W e  st rongly  
r e c o m m e n d  th a t F D A  e n s u r e  appropr ia te  a re  in  p lace  to  a l l ow m o r e  
flexibi l i ty fo r  faci l i ty reg is t rat ion a n d  u i r e m e n ts fo r  C a n a d i a n  
expor te rs  w h o  par t ic ipate in  th e s e  p r o g r a m s . 

T h e  A n i m a l  N u tr i t ion Assoc ia t ion  o f C a n a d a  th e  o p p o r tuni ty  to  sha re  th e  
concerns ,  c o m m e n ts a n d  r e c o m m e n d a tio n s  o f m e m b e  th e  p r o p o s e d  
regu la t ions.  V V e  invi te y o u  to  c o n tact  th e  th e  Assoc ia t ion  n a tio n a l  o ff ice 
in  O tta w a  if y o u  requ i re  c lar i f icat ion o r  a n y  o f th e  i ssues  
o u t l ined in  thi :s submiss ion  a n d  w e  clar i f icat ion o n  th e  p o i n ts 
ra ised.  

S incere ly ,  

hr is t ine Merc ier ,  agr .  
ene ra l  M a n a g e r  
n ima l  

%  

N u tri t ion Assoc ia t ion  o f C a n a d a  
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