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Division of Dockets Management (FlFA-305) 
Food and Drug Administration 
5630 Fishers Lane 
Room. 1061 
RocIwdle, h&D 20852 

3?rior Notice Regulntions under the BioTerrorism Act 
Dockets Nos. 02N-0276 md 02N-0278 

. 
Dear Sir or Madam: 

The Miami-Dade Aviation Diqmrtwnt, operator of Miami Inmtional Airport 
(MIA), is pleased to submit these comments in response to thrs FDA’s k&rim Final Rules 
implementing the BioTerrorism Preparedness Act of 2002 (the “‘BTA Rules” and/or the 
‘Aof', as appropriate). 

General Information About MIA 

MIA is among the busiest airports in the world. There are over one hundred 
airlines serving MIA to approximately 150 destinations around tbc globe and M1A 
continues to be the number one airpofl in the U.S. for intcmational &eight, and number 
three in the world for total &3&ht.. MIA’s annual impact on local tourkm, cruise, 
international banl&g, trade & cormncrce is $18.6 Billion and MIA, and related aviation 
industies, contribute 237,421 direct/indirect jobs to Sotith Florida (one out of five). 

Ongoing expansion of the cargo facility area on the west and north sides of MlA’s 
airfield has provided over 2.4 million square feet of new, Class A cargo handing f&lities 
and f@ure development will raise total facilities to nearly 2.8 million square feet The 
majority of MIA’s international import cargo comprises perishable products including 
flowers, tits, vegetables, se22food, plus some assembled clothing. Accordingly, as a 
landlord of this cargo facility and, also, as a port to which food articles tive, MIA has 
unique cxnwxns regarding the BTA Regulations that it respectfully brings to your 
attention. 

OFFICPC OF -n-ah Dr~gg~nrp l MIAMI-DADE AWAT~CVN DEPARIM~NT 
P.0. BOX 6BZD76 AMF * MIAMI, FLORIDA 33159 

PHONE: 3U6.@76.70’77 . FAX: ~Os.~76.094.~ 

www.miami-airporbom 
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Comments and Discussion ‘:: 

I. 

MIA is the owner of multipurpose cargo facilities in which it leases a variety of 
diffkrently sized warehousea to differertt businesses, which distribute a rauge of products 
into the United States. These businesses may operate multiple fhcihties at different 
locations throughout the World, whether as leased space or otherwise. Moreover, these 
businesses may or may not be food related. 

Nevertheless, because tie FDA regulation provides that facility registration is the 
responsibility of the owner, operator or agent in charge of a facility and does not limjt 
suoh an obligation to the businesses actually operating within that facility --- despite’ 
Congressional intent to the co~&ary -- MIA is compelled to a&tune responsibility for 
registration of its oargo facilities if only to avoid exposure to penalties uu&r the BTA 
R.egulations. This is true even though MSA does not itself conduct any business within its 

’ fkihties, except that of a landlord. Accordingly, such assumption of responsibility, 
while necessary and understandable mder the existing BTA Regulations and lhe FDA’s 
aroneous interpretation of the A&, is misplaced, unfortunate and bound to compromise 
the Act’s objective of Lnsuring the safety of America’s food supply. 

The BTA Regulations should be amended to indkatk that fadity regisi,ration js t&e 
responsibility of the entities conducting business within such a facility. This is what 
Congress provided and intended under the Act and what is neee&ry to ensure ef%ctive 
enforcement of the Regulations. 

A. Congress Clearly Intended F&Ii@ Registration To Be The Respohsibiljty of 
Bueinesse$ Operating Wit& the Regulated F&My 

The FDA, in its preamble to the BTA Regulations, states that the Act mandates 
regktrations with the Agency of facilities, not businesses. Specific&y, the FDA states 
that: 

The Bioterrorism Act (21 U.S.C. 35Od(a)(l)) requires that each dome&+ and 
foreign facility be registered. “FaciliPy” is defined as “my factory, warehouse, 
or establishment (including a factory, warhouse, or establisbmmt of an 
importer) that manufactures, processes, packs, or holds food” (21 U.&C. 
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3506(b)(l)). Thus, the plain language of the Biotetrorism Act requires 
regismition to be by inclitidual facility, riot by fhm .” 

But this is, respectfully, oaly half of the correct inteqretation of the Act. 

The Act does, indeed, &quire registration of every fwility that manufactures, 
st6m , holds, packs or processes food for consumption in the US- in order to perm it 
inspections and bioterrorisrn-related notification. However, the Act reqties that 
%egistrants” be held responsible for registration of those facilities at which they %onduct 
business-” To highlight this intent, Section 415(a)(2) of the Act is repmduced below: 

“(2) REGISTRATION.--An entity (refd to in this section as the 
‘registrant’) shall submit a registration under paragraph (1) to the Secxetary 
contkiug infbrmation necessary to notify the Secretary of the name and 
address of each facility at which, and all trade names under which, the registrant 
conducts business and, grhw determ ined necessary by Ihe Secretary through 
guidance, the general food category (as ideutified under section 170.3 of title 2 1, 
Code of Federal RegtiMons) of any food manufactured, processed, packed, or 
held at such facility. The registraut shall notify the Saczetaq in a timely manner 
of changes to such information. 

By the clear terms of the legislative language, Congress clearly intended that the 
responsible ‘?egistrant” is that entity %onducting busiuess’” in those facilities it 
registers.. .whether or not the registraut ‘cowns” such a facili~. For this pqose, 
Congress de&mine d that the registrant could be the “owner, operator or agent in charge” 
of such facility, clearly dcpeudiug upon which of those parties conducts business within 
the fa.cility to be registered. The issue for Conp~~s was not merely that a structure be 
registered with the Secratary but that the businesses within that building --- th@ t facility - 
be held responsible for registeriug that facility with the Agency. 

To reiterate, Congress constructed the Act so that facility registrants were absolutely 
and without a doubt those &ities that “conduct business’” within the registered facility. 
This is clear because Section 415 of the Act requires facility registrants to advise and 
describe to the FDA those facilities in which they “conduct business.” 

AccordiugIy, while ‘the FDA is accurate that the Act requires registration of 
individual facilities, it is incorrect that registration must be accompIisbed by such 
individual facilities and not by the individual f%xns operatiug within that structure. 
Congress made it very clear that registration of facilities is to be accomplished by 
businesses that may be the owner of the facility9 the operator of the facility and/or the 
agent in charge of the facility. It is reasonable to assume that in all cases, at the very 
leas& businesses oprutiqg within a facility, whether leasing space or otherwise, would 
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qualify as %perators’~ of such a f&ty. Acxordingly, these opmators - who may also 
be the owners or agents in charge of a particular faoiliq -- are those parties responsible, 
and solely responsible, for ensllltitrg that those facilities in which they conduct such 
business are ddy registered with the FDA. t 

lit. Omission of a Defimition of a 0cRegistrmt9’ in the ETA 
Regulations Creates Coufusioa and Tneffective Enforcement 

Despite tbis clear congressional intent to hold food businesses responsible for 
registering those facihties in which they conduct business, PDA has implemated BTA 
Regulations that imhde no secticm about or definition of “keg&rants.” This assumed 
uni&ntionaIl oversight nmarily results in marketplacx confusion. 

The FDA has, as stated above, determined that the owners, operators and agents 
in charge of their facilities are responsible for registering those facilities 6th the Agency 
and, by doing so without consideration of whether or not those parties are actually 

’ conducting food business within those facilities, the FDA has not only run afdul of 
Congressional intent but has &ustrated the very purposes of facility registration espoused 
by the A8enoy itself. 

The FDA indicates that the A& requires that the “. _. FDA compile and maintain 
an up-to-date list of registered facilities; this list will serve two purposes. One purpose of 
the registration database is to provide FDA with tiorrnation that will pennit FDA to 
respond promptly to a bioterretiat event or other food safety errmrgenc~. A second 
pxpse is to provide the agency v&h a list of facilities for inspection.” Wow will the 
FDA know which of the businesses leasing space in MIA’s cargo oenter is importing 
food products if merely the warehouse itself, as a single non-spedfic address owned by 
the airport itself, is the ‘“facility” that is registered? How will the FDA determine which 
of these businesses may be a link to a bioterrtist event if it does not even require that 
those businesses be registered individually with the Agency for purposes of emergency 
response or inspection? Rating registration of ‘%cilities” involved in storing food 
products intended to be consumed in the U.S. may be in&&ant for purposes of ensuring 
Amerhn food safety; but requiring that this be done by either the “owner, operator or 
agent in charge” leaves responsibility for this impor%& act to patties with completely 
different interests in the facility, and often with no knowledge about f&e food held thae. 
It defies log-it to hold three parties, which may be completely distinct, equally responsible 
for compliance with the same regulation in connection with #e same facility. 

The FDA states “if a facility has multiple owners, operator or agents in charge 
all are collectively responsible for registering the facility and any one of these individuals 
may register the fac$lity. ~Mough these persons may decide themselves how, ss a 
practical matter, their facility will be registered, the existence of multiple owners, 
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operator agent in charge does not a&ct the legal obiigation each has under the rule to 
register the rdevant facilities.” Therefore the FDA appears to be more conned W&II 
csrimrhi that someone -- or multiple pi&es -- is held liable in the evgt of aon* 

. cOmpliance &an they appear to be concerned 4th eusuring receipt of information 
necessary tcv protect the domestic food supply. 

In contrast, the Acrt is not, on its face, primarily concerned witi assessing 
liabilitu; it is intended solely to protect the American food supply by ensuxiag that the 
FDA knows the identiw of reg&rants i~olved in the gove~~~ed indusl;c?les and the 
facilities at which they do business. By not clearly linking fatility registration with the 
need to know the identity of the businesses operating within &ose facilities, tie FDA has 
creatti a gap in enforcement, implemeutation and intent that is of no benefit to the 
American consumer or to the Agacy itself- 

Under the existing BTA Regulations, owners of buildings, such as MIA, have 
no alternative but to register with the FDA those faculties to which they hold ,title -- even 
if they themselves are merely uniz~olved landlords -- solely because, o&e&se, they 
may be subject to civil and crimimd penalties. This fear of proseoution does not in auy 
w’ay facilitate protection of the American food supply. 

It is also our strong belief that the existing regulatiorz has &ready .gemrated a 
confushg and less-than-useful database. We are aware of many instances in which the 
FDA has accepted multiple registrations for the same fwility. There is no way that the 
FDA cxm idmtif)l which is the entity with real knov+klge about the food products 
warehou~td there, nor is there myway that the FDA can determine whether a la.ndlord 
without bowledge of the food registered, but the tenant responsible for the &od did not. 
The regulations should require registration by the party haudling the food, as does the 
statute. 

Conchding Comments Regarding Facility Registration 

MJA respectfully submits that the FDA should amend its ~xxrent BTA 
Regulations to make clear, as intended by Congress, that while all defined “facilities” 
must be registered with the Agency, such registration must be acwmplished by 
rc$@rants %onducting business” at those locations. To hold otherwise, and tq insi& only 
upon a collective liability without fix&x ckuification, will result not only in a clear 
misinterprehtion of the Act but is also lil~ely to result in the FDA lacking the specific 
information about those businesses within the marketplace act&ly conducting food 
related business so that tie stated objectives of the regisfration requirement itself is 
defkated. 
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IL PlrIor Natice Time of Submission 

c 

- Prior Notice for air cargo shiplnrents frora airports uorth of the Equator should 
be permitted upon departure f&m a foreign port, i.e. “wheels up”. @‘the FD~,in&ts 
upon submission of the Prior Notice 4 hours ptior to arrival, shippers corn tbe~Caribbe&, 
Mexico, Canada, Central America and Northern South America will neeessatily and 
nearly always be unable to comply. This is an unacceptable consequence of ftieral 
xukzmkhg. Moreover, we are unaware of any reason w4y the m3A would adopt a 
different time tie than recently adopted by CBP in its advanced manifest ties. 

A. The Memorandum of Understanding Between CBP and the FDA 
Ekdnates Concerns About Lack of Available Personae1 for Review 
of Prior Notices 

On December 3,2003, the Bureau of Customs and Border Protection (CBP) aud 
the FDA executed a Memorandum of Understandmg (MUU) whereby the FDA would 
commission CBP officers to help it implement the Prior Notice rea;ulations. In its 
announcement of the MOU, the PDA indicated that “As part of the MOU, FDA can 
commission all the CBP officers the two agencies consider necesssry to conduct 
examinations and investigations in aGcordBxlce with the FDA’s recently issu& interim 
final rule requiring prior notice of food imported or offered for import to :the United 
States.” Accordingly, it would appear that there is no longer any reason for the FDA to 
be concerned that it must be provided with Prior Notice far enough in advance of arrival 
of the food product to ensure adequate resources for review. 

Moreover, in its preamble to the BTA Regulations, the FDA predicts the MOU in 
its explanation of why the submission timeframes yvere shortened dramatica.@ from the 
submission requirements tit set out under the proposed regullations published earlier this 
year. “Two major agreements between CJ3P and FDA allow FDA to reduce significantly 
the time necessary to receive, review, and respond to prior notice &rformation. First, FDA 
and CBP have agreed to commission or use CBP staff to perform examinations for FDA 
when FDA is not present at the port of arrival. Since Cl3P staE generally will be available 
where FDA is not, this means that FDA no longer needs lead- time to travel significant 
distances to conduct inspections. In addition, CBP agreed to modify ABYACS to receive, 
transmit, and communicate prior notice information electronically between CBP and 
FDA for most enties of imported foods by the statutory deadiine in the Bioterrorism Act 
.of December 12,2003. CBP’s assistance with prior notice means that PDA needs far less 
time to respond to prior notices.” 

@Jo07 $ 

Upon consideration of the foregoing, it is puzzling that the FDA would adopt time 
requirements for submission of Prior Notices that predictably will lead to significant 
levels of non-compliance, or wiq disrupt air traffic schedules. As the FDA clearly’is 
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aware, air shipnqts from may foreign jtisdictio~ arrive in less than f&r (4) hours. 
Especially since tharre is no loqcxr any issqe of adequate personnel for enfoment ofthe 
Piior Notice red a ti ons, M~LA respectfelly suggests that the FDA immediately am-d its 
BTA Regulations to reflect its commitment to facihtate cumpliance and not urmecessarily 
hold shipments at the port. 

B. FDA’s Cotitment to J3ammhhg Its Regulations with CBP’s 
Should Not Be Delayed 

The FDA has stated within the preamble to the BTA ReS&&iom that the ‘FDA is 
commj;tted to exploring ways to increase integration and reduce the prior notice 
timehrntis further. Accordingly, FDA add CBP will continue working together to ’ 
determine what is needed to achieve this goal.” Simply stated, there is no reason to delay 
such CalIaboration. The likelihood of product sittirtg at the port due solely to Prior Notice 
regulations imposing irnpossib~e time SUbtiSion requirements upon othe$wise lav&rl 
importers and shippers is an unaoce@able consequence of the BTA RegWions, 
especially to airport operators such as MIA. 

CBP recently pubIished its regulations for eiectronic transmission of air cargo 
manifests and CBP, recog&ing and st&ying the business needs and realities of the air 
cargo industry, allowed such transmissions to bs made at “wheels up.” There is no 
rational explanation why FDA should not immediately amend the BTA Regulations to 
similarly accept Prior Notice trcmsmission for incoming air shipments at tire time of 
departure from the fbreign port 

It is unfair to expect importers and air cargo shippers to operate in an environment 
in which currently final BTA Regulations require pm-a&al transmissions within a time 
frame that guarantees non-compliance in the bop& that the FDA will eventually “‘fix” 
this problem. The FDA must now provide assurances ta these lawfkl iatemational 
businesses that Prior Notice submissions may be made within a time ;Erame more 
reflective of actual business practices and needs. ‘Iha is no benefit provided to t&her 
the industry or to the PDA by Sri&holding such an announcement until some unknown 
later date. 

CONCLUSION 

MIA is a substantial. contributor not only to the economic growth of South Florida 
but to the entire nation. The uncertainty neated by the FDA under the BTA Regulations 
as desotibed hek.n is of great concern to auf client. The BTA Regulations should be 
immediately amended - and certainly before full implementation -- to clearly indicate 
that those businesses conducting business within a regulated facility are the “operators” 
required under tie Act to register that f=ility ~~4th the FDA. In addition, the FDA should 

2. 
.‘ 
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fUfil1 its own promise by hannoni2jnfg the BTA Re@aktiws prith those of the CBP to 
ptit the submission of P&r Notiws for air cargo shipment$ at w&efs up. 

We appreciate this opportuni~ to express our view on the BTA Regulations. 
Should there be any questions r~gardkg the tiregc$ng comments, or should kou wish to 
discuss these matters in great= detail, please cuntact me at your convenience. 

Sincerely, 

ade Aviation Departmen?. 


