
April 4, 2003 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, h4D 20852 

RE: Docket No. 02N-0278, Prior Notice Reql 
Implementation of Bioterrorism Act of 2 

The Council for Responsible Nutrition (CRN) is one of th 
the dietary supplement industry and submits these comme 
requiremenis of the Bioterrorism Act of 2002 on behalf ot 
supplement industry. CRN represents a broad spectrum o 
ingredient suppliers to finished product manufacturers, inc 
products and private label products. Our member compar 
distribution channels, including the mass market, natural 1 
marketing, ;and mail order. Our supplier members include 
market all classes of ingredients incorporated into dietary 
vitamins and minerals, amino acids, botanical ingredients. 
excipients. 

CRN’s mernber companies are committed to fully evaluat 
to helping ensure that their facilities and products are sect 
threats. 

Our members are extremely concerned about the potential 
requirements to disrupt commerce to a significant degree. 
great deal tlo avert such disruption by streamlining the 
by the Act. Specific areas of concern are discussed belo 

Multiple notices rather than combined notices 

irements, 
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leading trade associations in 
ts on the prior notice 
its members in the dietary 
the industry ranging from 
uding both brand name 
es market their products in all 
rod stores, multilevel 
companies that make or 
upplements, including 
specialty products, and 

lg their procedures with regard 
.e from potential bioterrorism 

for the prior notice 
We believe FDA could do a 
lations to the degree permitted 

It appears that, if a shipment consists of different kinds o food products, a separate 
notice must be submitted for each kind of food. FDA als interprets the statutory notice 
provision for “each article of food” to mean each article f food produced by each 

I 

manufacturer, therefore requiring two prior notices for a single shipment of the same 
type of food from two different manufacturers. We belie e this results in unnecessary 
duplication of effort both for the agency and for the man facturers. 
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Person Authorized to Submit the Prior Notice 

FDA proposes to require that the prior notice be submitted by a purchaser or importer of 
an article of food who resides or maintains a place of busir ess in the United States, or an 
agent who resides or maintains a place of business in the C nited States acting on behalf 
of the U.S. purchaser or importer. FDA has proposed to li-nit the range of those 
authorized to file a prior notice to: 

A purchaser or importer of an article of food who resides or 
maintains a place of business in the United States, or an 
agent who resides or maintains a place of b-lsiness in the 
United States acting on the behalf of the U.S. purchaser or 
importer. Proposed $1.285. 

CRN member companies urge FDA to expand this provisi n to include licensed customs 
house broke= 

ction to allow an 
f of the importer. Such 

would in no way negate the fact that the U.S.-based imp 
available for FDA inquiries if the need arises. 

of possible filers would alleviate some of the problems sed by the deadlines included 
in the Proposed Rule. 

Time Period for Submission of Prior Notice 

For air imports, the contents of the shipment often are no determined nor communicated 
to the importer until the cargo has departed. These standa d operating procedures by 
carriers make compliance with FDA’s Proposed Rule im ossible. Another alternative for 
FDA to consider would be to require notice four hours in advance. This would more 

i 

accurately reflect the reality of air and truck import. 



Even if carriers significantly reorganized normal business operations so that contents of 
shipments were determined well in advance, FDA’s proposed requirement is not 
practicable. The companies in the dietary supplements bus ness, and in other food 
industry segments, generally operate on a 5 day/week, 8 hour/day schedule. To ensure 
that notice was regularly submitted by noon on the prior cE.lendar day, personnel would 
need to be present seven days a week, 365 days a year in order to ensure that international 
shipment naltices were submitted by the deadline. For sma 1 importers, in particular, this 
requirement would be unduly prohibitive. 

Mechanism for Submitting: Prior Notice 

updates, must be submitted 

Need to Permit Updates Regarding Arrival Time 

1. A change in the port of entry; 

2. A delay of more than 3 hours in the an ated time of arrival; 

3. An arrival time of more than 1 hour e r than anticipated; or 

4. Grower identity, if not known when o al notice was submitted. 

nation. Given the current state 
their scheduled times. 

Moreover, the two-hour deadline does not take into con ration that arrival times may 
change outside of normal business operating hours (i.e to 5 PM). The importer 
may, therefore, not have access to the altered arrival in ‘on within the timeframe 
required by FDA. In this sense, compliance with FDA’s line would require importers 

especially including small businesses. 



Need to Permit Broader Array of Amendments and Up Lates 

The Proposed Rule permits only a very narrow range of ch 
is tiled. Permitted changes include amendments to product 
described in proposed 8 1.290, and updates to anticipated a 
in proposed 3 1.294. If other information provided in the PI 
requires the importer to cancel the prior notice in the FDA 
submit a new prior notice to FDA. Proposed 0 1.289. 

nges to a prior notice, once it 
identity information, as 
rival information, as outlined 
or notice changes, FDA 
?-ior Notice System and 

CRN members believe that this limitation is impractical. I is likely that companies filing 
numerous prior notices will inadvertently make clerical en rrs in other portions of the 
highly detailed filing, such as telephone or fax numbers, C istoms ACS entry line 
numbers, or U.S. Customs entry type. It does not make se se to ask importers to reenter 
three pages of product information in a new prior notice ir order to correct what may be 
simple clerical errors. Such a requirement would be burde isome both to importers and 
ultimately to the FDA Prior Notice System. CRN thereforc urges FDA to be more 
flexible in its approach to the scope of permissible amend] ients and updates. 

Consequences of Failure to Submit Prior Notice 

Under the proposed rule, if a company fails to submit the. rior notice, the food will be 
refused admission under section 801 (m)( 1) of the FDCA. If an article of food is refused 
admission, it must be held at the port of entry unless FDA directs its removal to a secure 
facility, and cannot be delivered under bond pursuant to section 801 (b) of the FDCA. 
The person submitting the prior notice or the carrier must arrange for movement of the 
article of food, under appropriate custodial bond, within the port of entry or to the secure 
facility and must promptly notify FDA of the location. FDA proposes that transportation 
and storage expenses be borne by the owner, purchaser, importer, or consignee, but FDA 
seeks comment on this issue. We propose use of an appez.1 process. 

FDA proposes that the article of food must be held at the ~3or-t of entry or in the secure 
facility until prior notice is submitted to FDA in accordance with the rule, FDA has 
examined the prior notice and determined that it is adequate, and FDA has notified the 
U.S. Custolms Service and the person who submitted the prior notice that the article no 
longer is subject to refusal of admission under section 80: (m). We oppose this 
strenuously. Is OASIS the basis for the “may proceed”? We propose: “Unless the FDA 
executes an “examination” order (OASIS) within 24 hours of the entry date and time, the 
prior notification requirement will be deemed to have been met. 

Changes from Current Practice Regarding. Imports 

Currently, when an FDA-regulated product is offered brokers submit entry 
information to U.S. Customs at the border or as part of th official entry. Under current 
procedures, a food may enter the country at one port and hen be transported to another 
port under a custodial bond before a consumption entry i This may be the case 
where a container arrives by air but is then trucked to ther Customs entry point within 



the United States. U.S. Customs then provides entry in tion to FDA electronically 
through FDA’s Operational and Administrative System mport Support (OASIS). 
However, under the current system, the food may have b moving through the country 
for some time before FDA is made aware of its presence. 

The new rules would require notification by noon the d re the food arrives at the 
port of entry, which is defined for notification purposes border crossing or entry 
point at which the article of food first arrives in the U.S. dless of the “point of entry” 
for Customs purposes. Some clarification 
FDA and Customs, is needed. Comment: 

overly broad: 

prior notice requirements apply to all foo 
across the U.S. border . . . regardless of w 
intended for consumption in the United S 
words, FDA believes that food that is bro 
United States to be put into foreign trade 
transshipment or reexport immediate or o 
“imported or offered for import” and thu 
with the prior notice requirements. 68 Fed 

The only exemptions FDA contemplated apply to the fo that individual travelers carry 

of Agriculture’s (“USDA”) exclusive jurisdiction under Federal Meat Inspection Act, 
Poultry Products Inspection Act or the Egg Products Ins 

ntional food and dietary 
ly for product development 
y assurance professionals. 
tion or further distribution. 



regulators. Additionally, foreign finished good manufac 
company’s quality assurance lab retained samples of con 
with the company’s manufacturing standard operating pr 
burdensome if FDA required the filing of a prior notice 
of products not intended for consumption and thus not 
supply. 

r products in accordance 
ures. It would be unduly 

e of each of shipments 
art of the U.S. food 

We urge the FDA to exempt R&D/QA samples from th istration and prior notice 
provision of the Act in the same manner as are products ght in by individuals for 
personal consumption. In the case of individual import ducts are for the 
individual’s, private use and not for further distribution to hers. Similarly, the R&D/QA 
samples discussed above are brought into the country for ecific and limited use, and not 
for consumption or distribution to any further parties. 

Status of Ingredients Not Intended for Food Use 

Many of CRN’s member companies are also manufactur of products other than dietary 
supplements, including pharmaceuticals and cosmetics. me ingredients can be used in 
more than one category of products. Various calcium co ounds, for example, are 
widely used in dietary supplements but are also used in so harmaceutical products or 
in the manufacture of completely unrelated products sue tics. CRN urges FDA to 
make it clear that ingredients being imported for use in products are not subject 
to the prior notice requirement. 

Other Concerns Relatiw to the Prior Notice Proposal 

Customs Service and USDA in an attempt to co inate existing requirements 
witlh the new FDA prior notice requirements of Bioterrorism Act of 2002. 
We wish to underscore the critical importance of 
requirements do not create a barrier to trade, in te ur obligations to trading 
partners, or create a backlog of shipments at po f entry that would be 
detrimental to ingredients or products that may layed for administrative 
reasons (as opposed to being held due to safety c 

CRN encourages the 
agency, as we un e every effort to enhance 
electronic capabilities to permit linkage of the v us import notifications 

CRN joins others in the food 
ledgement of prior notices to 

prior notice requirements to be 
effectively implemented without blocking the fl of trade, CRN agrees with 



others in the food industry that it will be essential r FDA port operations to be 
active 24 hours a day seven days a week. 

0 Identification of grower, “if known.” In the food industry generally, and also in 
the dietary supplement industry, the grower of a co-nmodity product most often 
will not be known. The Act requires that the growc:r be identified as part of the 
information required in the prior notice, “if known within the specified period of 
time that notice is required to be provided.” CRN -+n-ges FDA to provide 
appropriate flexibility regarding this requirement, to recognize that in many or 
most cases it will not be feasible to know the grower, and to provide that prior 
notices that are otherwise acceptable will not be held up solely because the 
grower’s identity is not known. 

Thank you for the opportunity to submit comments on issues relating to the 
implementaLtion of the requirements of the Bioterrorism Act of 2002. CRN and its 
members look forward to working with FDA to facilitate imely implementation and will 
avail themselves of every opportunity for interaction and comment as this process moves 
forward, in order to provide the agency with adequate infcrmation needed to address the 
many concerns that will arise. We will be pleased to respond to any specific questions 
FDA may have regarding the dietary supplement industry, to the best of our ability. 

Sincerely, 

Annette Dickinson 
President 


