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Hi storical note: Chapter 4-71A is based substantially
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84-71A-2

SUBCHAPTER 1
GENERAL PROVI SI ONS

84-71A-1 Objective. The board, while m ndful of
the benefit to the State of allow ng inport of
nm croorgani sns for purposes such as scientific and
medi cal research, biotechnol ogy and commerce,
recogni zes the concom tant necessity for regul ating
i nportation of mcroorganisns in order to protect
i nportant State interests. The objective of this
chapter is to inplenent the requirenents of chapter
150A, HRS, with respect to m croorgani sns by
regulating the inportation of specific nicroorgani sns
that are detrinental or potentially harnful to
agriculture, horticulture, animl or public health, or
natural resources, including native biota, or have an
adverse effect on the environnment as determ ned by the
board of agriculture. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6.3)

84-71A-2 Definitions. As used in the chapter:

“Advi sory subcomm ttee” nmeans one of the advisory
subcommi ttees on entonol ogy, invertebrate and aquatic
bi ota, |and vertebrates, plants, algae, bacteria,
fungi, protozoa, or viruses appointed by the
chai rperson pursuant to section 150A-10, HRS;

“Applicant” means a person who has submitted an
application for inport or possession of a
m croorgani smor both through permit or other official
docunment authorizing inport under this chapter and has
paid the applicable fee;

“Board” neans the board of agriculture of the
departnment of agriculture;

“Branch” means the plant quarantine branch;

“Chi ef” neans the chief or manager of the
pl ant quarantine branch or a departnent enpl oyee
desi gnated by the chief or chairperson

“Conpl eted permt application” nmeans a permt
application submtted by an applicant on the form
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provi ded by the departnment and which contains the
required informati on adequate, in the chief’s
judgment, for review by the departnent, and if
appropriate, by the advisory subcommttee(s), advisory
commttee, and board of agriculture;

“Departnent” neans the departnent of agriculture;

“High risk mcroorgani sni means a ni croorgani sm
the inmport of which has been determ ned to be highly
likely to cause significant harmto agriculture,
horticulture, the environnment, or animal or public
health, in the absence of appropriate restrictions or
saf eguar ds;

“lInporter” means a person who receives for
transport or brings or causes to be brought to the
State in any manner, any m croorganismfor the purpose
of debarkation or entry;

“Label ” neans the written, printed, or graphic
matter on or attached to the outside of the container
of m croorganisnms with the required markings to cause
i nspection of the m croorgani smcontained in the
shi prment ;

“Letter of authorization” means an offici al
docunment in lieu of an inport permt or m crobial
product registration issued by the branch authori zing
a specific unlisted m croorgani sm speci es determ ned
to be a lowrisk mcroorganismto enter the State;

“Low risk m croorgani snif means a m croorgani sm
species that is nost likely already present in Hawaii,
the import of which is not likely to cause additi onal
harmto agriculture, horticulture, the environnent, or
animal or public health in the absence of restrictions
or safeguards, or for which departnent-inposed
restrictions other than the notification, |abeling,
and i nspection requirenents of this chapter are not
likely to reduce any risks that nmay be associated with
i nport of the m croorgani sm

“M crobial product” nmeans a manufactured product
cont ai ni ng known cul tures of m croorganisns for the
pur pose of bioremedi ati on or bioaugnentation,

i ncludi ng a product such as a m crobial pesticide;

“M croorgani sni neans any unicellular m croscopic

organi smincluding but not limted to al gae, bacteri a,
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fungi, protozoa, and viruses;

“Moderate risk mcroorgani sni neans a
m croorgani smthe inport of which has been determ ned
to potentially cause harmto agriculture,
horticulture, the environnment, or animal or public
health, in the absence of appropriate restrictions or
saf eguar ds;

“Nonrestricted m croorgani sns” neans any
m croorgani smon the |list of nonrestricted
m croorgani sns required to be maintained pursuant to
section 150A-6.3 HRS;

“Permt” means a witten docunent issued by the
branch to allow the introduction and possession of a
m croorgani sm subject to permt conditions established
by rule or the board;

“Perm ttee” nmeans any person that has applied for
and been granted a permt for the introduction and
possessi on of a m croorgani smunder this chapter;

“Person” neans any i ndividual, agency, firm
corporation, association, institution, or partnership
or any organi zed group of persons whether incorporated
or not;

“Reconbi nant DNA” neans nol ecul es that are
constructed outside living cells by joining natural or
synt heti c deoxyri bonucleic acid (DNA) segnments to DNA
nol ecul es that can replicate in a living cell, or
mol ecul es that result fromthe replication of those
descri bed herein;

“Restricted m croorgani sni means any
m croorgani smon the list of restricted m croorgani sns
required to be maintained pursuant to section 150A-6.3
HRS;

“Regi stration” means the process required for
i nport of mcrobial products containing certain
strains of nonrestricted m croorgani sns;

“Sel ect human pat hogens” neans speci es of
m croorgani sns that present high risk to public health
and whi ch have oversight by the Centers for Disease
Control and Prevention under 42 United States Code of
Federal Regul ations, section 72.6;

“Site inspection” neans departnent inspection of
the facility, equipnment, records pertaining to the
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m croorgani sns i mported under permt, as well as
procedures to contain the m croorganism

“Unlisted m croorgani snif means any m croorgani sm
not on the lists of nonrestricted or restricted
m croorgani sns or on the list of select human pathogen
m croorgani sns required to be maintained pursuant to
section 150A-6.3, HRS. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6.3)

84-71A-3 Inportation of mcroorgani sns,
generally. (a) The introduction into Hawaii of any
m croorgani smshall require, at a mninmum a request
for inmport, approval for the inport in advance of
shi pment, and conpliance with the notification,
| abel i ng, and inspection requirenments of sections 4-
71A-4, 4-71A-8, and 4-71A-9. Failure to conply with
these requirenents is sufficient cause for refusal to
allow entry of the mcroorganisminto the State.

(b) In addition to the requirenents of
subsection (a), inport into Hawaii and possession of a
m croorganismis allowed only as provided bel ow for
each respective category and requires:

(1) A witten request for inport pursuant to
section 4-71A-4 and as provided in section
4-71A- 24, for a mcroorgani smspecies on the
list of nonrestricted m croorgani sns;

(2) A permt, for a m croorgani smspecies on the
list of restricted m croorganisnms, Part A or
Part B, as provided in sections 4-71A-4, 4-
71A-7 and, as applicable, sections 4-71A-21
and 4-71A-22;

(3) A special permt or letter of authorization,
according to risk level, for an unlisted
m croor gani sm speci es, as provided in
section 4-71A-4 and 4-71A- 25;

(4) An energency permt, for an unlisted
M Ccroorgani sm species or a m croorgani sm
species on the list of restricted
m croorgani sns in an energency or disaster
situation, as provided in section 4-71A-12;
and
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(5) Notification to the departnent of health of
entry for possible departnment of health
i nspection and nonitoring, for a
m croor gani sm species on the |ist of select
human pat hogens, as provided in section 4-
71A- 23.

(c) Inmportation of microbial products shall be
subject to the requirenments of subsection (a) and
subchapt er 4. [Eff. 11/30/01] (Auth: HRS 88150A-9,
150A-6.3) (Inp: HRS 8§150A-6. 3)

84-71A-4 Request for inportation. (a) Except
as ot herw se provided for mcrobial products, a
request to inport a m croorgani smspecies, regardless
of whether listed for inport or unlisted, shall be
submtted to the chief with the follow ng information:

(1) Inporter’s reason for inporting the specific
m croorganisminto the State;

(2) A request that the departnment inspect the
m croorgani smupon arrival in the State;

(3) An agreenment to be responsible for al
costs, charges, or expenses incident to the
i nspection or treatnment of the inported
nm cr oor gani sns;

(4) A waiver of all clains for damages incident
to the inspection or the fum gati on,

di sinfection, quarantine, or destruction of
the mcroorganism if any treatnent is
deenmed necessary;

(5) Nane, conplete address, tel ephone, and
facsim |l e nunbers of the shipper and
i nporter;

(6) Quantity, common and scientific nanmes (genus
and speci es nanes unl ess not yet classified)
of each m croorgani sm

(7) Description of each species of nicroorgani sm
i ncl udi ng whet her or not the m croorgani sm
is a reconbi nant DNA strain;

(8) Mode of transportation; and

(9) Approximte date of arrival.

(b) A request to inport into Hawaii and possess
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a m croorgani smspecies on the restricted list, Part
B, for the purposes described in section 4-71A-
22(c) (1), (2) and (3), shall include, in addition to
the informati on required in subsection (a), the
fol | ow ng:

(1) Description of the proposed use of the
m croorgani sm includi ng whet her or not
i nocul ation studies wll be done;

(2) Description and |ocation of the facility,
and description of the equi pnment and
procedures that will be used to contain the
m croorgani sm including a floor plan or
bl ueprint of the facility or both that
addr esses:

(A) Design and construction;

(B) Work and storage areas;

(C) Equi pnent such as biosafety cabinets,
autocl aves, freezers, incubators,
hol di ng tanks, generators;

(D) Plumbing system such as sinks, drains,
effluent treatnent and discharge
syst ens;

(E) Air-handling system such as air
conditioning, supply and exhaust air
system and types and placenent of
filters; and

(F) Biosafety procedures.

(3) Explanation of the nethod for destroying and
di sposi ng of the m croorganisn

(4) Statenent as to whether or not the use of
the m croorganismis subject to federal,
county or state requirenments other than the
departnment’s;

(5) The material safety data sheet, product
| abel , and product information sheet;

(6) Inmporter’s qualification and previous
experience working with the requested
m croorgani sm including docunentation to
confirmrel evant education, enploynent, and
previ ous experience; and

(7) Any other pertinent docunmented information
required by the chief.
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(c) A request to inport an unlisted
m croorgani smor a mcroorgani smthat requires board
action shall include the information required in
subsections (a) and (b), as well as the foll ow ng
addi tional information:

(1) Description of the m croorgani smincluding
information on its taxonom c classification
nat ural habitat, geographic range or niche
requi renents, tenperature requirenents, host
range, and di spersal capabilities; and

(2) Analysis of the m croorganisnm s potenti al
i npact on Hawaii’'s environnment,
agricultural, horticultural and aquacul tural
i ndustries, and animal and human health, in
t he event the m croorgani sm escapes or is
rel eased into the environnment.

(d) Failure to provide the information requested
and to conplete the application as required in this
section shall be sufficient cause for denial of the
request for inport. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6.3)

84-71A-5 Application review. (a) Upon receipt
of a conpleted application for inmport of a
nonrestricted m croorgani sm species from cul tured
stock or a select human pat hogen m croorgani sm
species, the branch shall verify the Iist placenment of
t he requested m croorgani smand, if appropriate under
section 4-71A-24 and 4-71-23, respectively, shall give
perm ssion to inmport without permt, fee, or board
review, subject to satisfaction of pre-entry and
i nspection requirenents.

(b) The chief, without submtting a permt
application to the board, may approve or di sapprove
the issuance of a permt for inport of a m croorganism
ot her than one listed in section 4-71A-6(1)-(5), based
on a past board decision relating to the sanme species
and strain of mcroorganismif the current application
presents substantially the sane circunstances of
i nportation, provided that the respective permt
conditions previously established by the board shall

71A-9



84-71A-5

apply if the permt is approved.

(c) A permt application for inport of a
m croorgani sm speci es that was previously di sapproved
by the board may be resubmtted for board action as
provided in section 4-71A-7 upon determ nation by the
chief that conditions for inportation are
substantially different fromthe previously
di sapproved request. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6. 3)

84-71A-6 Permt applications requiring board
action. Board action, as well as prior review by the
advi sory subcommittee(s) and the advisory committee on
pl ants and ani mal s pursuant to section 4-71A-7, are
required for requests to inport the foll ow ng:

(1) A mcroorgani smspecies on the |ist of
restricted m croorganisns (Part A);

(2) A mcroorgani smspecies on the |ist of
restricted mcroorganisns (Part B) or an
unlisted mcroorganismif either are to be
i nported for purposes other than those
described in subsections 4-71A-22(c)(1),(2),
or (3);

(3) A strain of a mcroorganismon the |ist of
restricted microorganisns (Part B) that is
likely to increase the risk | evel above that
of a noderate risk m croorgani sni

(4) An unlisted m croorgani sm speci es determ ned
by the departnent to be a high risk
m croorgani sm and

(5) Any mcroorgani smspecies not from cul tured
st ock. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inmp: HRS 8150A-6. 3)

84-71A-7 Processing permt applications
requiring board action. (a) The applicant shal
provide the chief with seven copies of the application
together with information required by section 4-71A-4.
(b) The chief shall conmpile the information
subm tted by the applicant and send it to the nenbers
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of the appropriate advisory subcomm ttee(s) for
revi ew,

(c) The coments and recommendati ons of the
advi sory subcomm ttee(s) shall be conpiled and sent to
the advisory conmmttee on plants and animals for
revi ew.

(d) The comrents and reconmmendati ons of the
advi sory subcomm ttee(s), the advisory commttee on
pl ants and animls, including the conmttee's votes,
and of the chief shall be conpiled and submtted to
the board at its regular schedul ed neeting.

(e) The board shall take action to approve or
di sapprove the permt application.

(f) The board nmay inpose permt conditions
including but not limted to, tinme, place, |ocation,
use, special precautions, health requirenents, and
requi renents for safeguarding the m croorgani smfrom
escape, unauthorized rel ease, or theft, as well as any
applicable requirenents of nunicipal, state, or
federal | aw. [Eff. 11/30/01] (Auth: HRS 88150A-9
150A-6.3) (Inp: HRS §150A-6. 3)

84-71A-8 Pre-entry requirenents. (a) The
inporter is responsible for assuring that all parcels
or containers of mcroorganisns for inport are nmarked
as follows:

(1) Any microorganisminported into Hawaii by
mail or air express as individual parcels
shall be plainly and | egibly marked on the
out er packagi ng, “Live Organisni and “This
Parcel May be Opened and Del ayed for
Agriculture Inspection. Infectious
m croorgani snms affecting humans and ani mal s
shal | be packaged and | abeled or marked in
accordance with the transport requirenents
of the U S. Departnent of Transportation 49
CFR Parts 171-180 and the U S. Departnent of
Heal th and Human Services 42 CFR part 72; or

(2) Any mcroorganisminported into Hawaii by
nmeans ot her than in subsection (a)(1), shall
be acconpanied by a bill of |ading, waybil
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or other shipping docunent that is plainly

and | egi bly marked “Agriculture |Inspection

Requi red”.

(b) Any mcroorganisminported into Hawaii by

mai | or any other neans, shall be acconpani ed by an
i nvoi ce, packing list or other docunent indicating the
quantity and scientific nane of each m croorgani sm or
t he name of each m crobial product contained in the
shi pment . [Eff. 11/30/01] (Auth: HRS 88150A-9,
150A-6.3) (Inp: HRS §150A-6. 3)

84-71A-9 lnspection upon entry. (a) All
m croorgani sns shall enter the State through the port
of Honol ulu except that the chief may, in the chief’s
di scretion, allow inport of a m croorganismthrough
anot her port in order to avoid unnecessary delay and
expense when the shipnment has been m srouted there
t hrough no fault of the inporter, provided that the
departnment’s pre-entry inspection can be adequately
carried out at the alternate port.

(b) The inporter or transportation conpany, as
applicable, shall notify the chief, in witing,
i mmedi ately upon arrival of the m croorganism of the
arrival, giving the follow ng infornmation:

(1) waybill nunber;

(2) Container nunber;

(3) Nanme and address of the consignor;

(4) Nanme and address of the consignee or the

consignee’s agent in the State;

(5) Nunmber of packages;

(6) Description of contents of each package;

(7) Port of entry; and

(8 O her pertinent information determ ned

necessary by the chief.

(c) The microorgani smshall be held at the
approved port of entry for inspection by the
depart nment.

(d) Upon inspection, the m croorgani smmy be
refused entry, seized, held in quarantine,
di sinfected, treated chemcally or manually, or
destroyed at the expense of the inporter, as
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appropriate in the departnent’s discretion, for any of
the follow ng:

(1) No valid permt;

(2) No invoice or other docunentation required

to enter the State;

(3) Damaged or | eaking parcel; or

(4) Shipnment infested with a pest.

(e) The inporter is responsible for all costs,
charges, expenses, damages, or |losses incident to the
i nspection, treatnent, disinfection, quarantine,
destruction, of a microorganism if treatnent is
deenmed necessary. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6.3)

84-71A-10 Site Inspection. (a) Site inspection
and approval by the departnment are required before a
permt is issued.
(b) The site shall be in conpliance with the
fol | ow ng:
(1) Use, facility, equipnment, procedures, and
saf eqguards proposed and described in the
i nport request, as approved by the board or
chi ef; and
(2) Permt conditions. [Eff. 11/30/01] (Auth:
HRS 88150A-9, 150A-6.3) (Inmp: HRS 8§150A-
6. 3)

84-71A-11 Permts. (a) A permt for inport and
possessi on of a m croorgani smshall be obtained in
advance of inportation and shall be:
(1) Vvalid for the period designated on the face
of the permt; and
(2) Nontransferable, unless otherw se specified
in the permt.
(b) Where a permt for an inport of a
m croorgani sm species on the restricted list, (Part B)
or an unlisted noderate risk | evel m croorgani sm
allows for transfer or sale of the m croorganism a
proposed transferee nust first:
(1) Opbtain a permt for possession by
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application to the chief pursuant to
sections 4-71A-4 and, if applicable, 4-71A-
7,

(2) Ontain site inspection approval; and

(3) Denonstrate ability to conply with
established permt conditions, except that
t he board, without requiring a permt, may
allow the transfer or sale of a
m croor gani sm descri bed in subsection (b),
if the mcroorganismis sold as food or
bever age.

(c) The provisions of this section as well as
sections 4-71A-13,-14,-15,-16,-18,-19 and -20 are
applicable to special permts for inport and
possessi on of unlisted m croorgani sns.

(d) Permts are subject to conditions as
provi ded in subchapter 3 and, where applicable, as
establi shed by the board. [Eff. 11/30/01] (Auth:
HRS 88150A-9, 150A-6.3) (Inp: HRS 8150A-6. 3)

84-71A-12 Energency permt. (a) The departnent
may i ssue an energency permt on a case-by-case basis
to a state or federal agency or state university to
all ow i nport and possession of a mi croorgani sns on the
list of restricted m croorgani sms or an unlisted
m croorgani smfor the purpose of renedi ati ng any
emergency or disaster affecting agriculture,
horticulture, the environment, or animal or public
heal t h; provided that:

(1) The board, w thout advisory conmttee
review, first obtains advice fromqualified
persons with rel evant experti se;

(2) The board determ nes that inmport in |ess
time than is required for issuance of a
permt or special permt by the board
pursuant to sections 4-71A-21, 4-71-22 and
4-71A- 25, as applicable, is necessary to
remedi ate the energency or disaster; and

(3) The board determ nes that the inporter is
able to neet conditions established by the
boar d.
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(b) Application for energency permt shall be
made as provided in section 4-71A-4 and shall explain
t he emergency circunstances warranting expedited board
action. [Eff. 11/30/01] (Auth: HRS 88150A-9, 150A-
6.3) (lnmp: HRS 8150A-6. 3)

84-71A-13 Permt anendnent. (a) An inporter
who requests a change to a permt including permt
conditions shall submt to the chief the follow ng:

(1) A statenment requesting amendment of the

permt or permt conditions;

(2) A photocopy of the valid permt with the

desi red exact changes clearly indicated on
t he phot ocopy;

(3) An explanation of the requested change or

changes;

(4) Supporting docunentation; and

(5) Any other docunented information determ ned

by the chief to be necessary.

(b) The chief may approve a m nor anmendnent to a
permt but shall refer to the board a change requiring
board action, such as a request to:

(1) Add a mcroorgani sm not approved for inport

by the board; or

(2) Amend permt conditions established by the

boar d.

(c) The chief may require an additional site
i nspecti on approval for a request to add another site
to the permit or to change the responsi bl e person
named in the permt.

(d) Amendnent of a permt is subject to a user
fee pursuant to section 4-71A-19. [Eff. 11/30/01]
(Auth: HRS 88150A-9, 150A-6.3) (Inmp: HRS §150A-6.3)

84-71A-14 Pernmit cancellation. The chief may
cancel a permt for any of the follow ng reasons:
(1) Nonconpliance with a permt condition;
(2) A change in statute or adm nistrative rule
restricting or disallow ng inport of the

71A-15



84-71A- 14

m croorgani smor board action disallowng a
previously all owed use of the m croorgani sm
(3) Acitation issued to the permttee for a
violation involving inport or possession of
a m croorgani smor both; or
(4) Upon witten request by the permttee.
[Eff. 11/30/01] (Auth: HRS 88150A-9, 150A-
6.3) (Inmp: HRS 8150A-6. 3)

84-71A-15 Permt renewal. (a) A request to
renew a permt shall be made within two nonths prior
to the date of permt expiration.

(b) The inporter shall submt a request to renew
a permt on the renewal form provided by the
departnment and shall include the follow ng
i nformation:

(1) A statenment requesting renewal of the
permt, listing the permt and date of
expiration;

(2) A statenment verifying that the request for
permt renewal is for further inport of the
sane species of mcroorganisns for the sane
pur pose and using the same facility,
equi pment, procedures, and safeguards
previously submtted by the inporter and as
approved by the chief or board; and

(3) An agreenment by the inporter to conply with
permt conditions.

(c) The chief may require a site inspection and
approval for a permt renewal that adds another site
to the permt or that changes the responsi bl e person
nanmed in the permt.

(d) The chief may disapprove a permt renewal
request based on the follow ng:

(1) Proposed changes are nade to the species of

m croorgani sns listed on the permt;

(2) Proposed changes are nade to the use,
facility, equipnment, procedure, or
saf equards previously subnmtted by the
i nporter and as approved by the chief or
boar d;
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(3) The inporter has not, as of the date of the
chief’s action on the permt renewal
request, deposited or paid bail with respect
to any outstandi ng sutmmons or citation
issued to the inporter; or

(4) The inporter has not paid the user fee
pursuant to section 4-71A-19.

(e) If the request for permt renewal is not
applied for within 30 days after the expiration of the
permt, the request for renewal shall be treated as a
new i nport request and shall be subject to the inport
requi rements of section 4-71A-3; and if applicable, 4-
T1A-7. [Eff. 11/30/01] (Auth: HRS 88150A-9, 150A-
6.3) (Inmp: HRS 8150A-6. 3)

84-71A-16 Post-entry inspection. (a)

M croorgani sns i nported under permt shall be subject
to periodic inspection by the branch.

(b) At a post-entry inspection, the permittee
shal |l make available for inspection the m croorganism
records pertaining to the mcroorgani sminported under
permt, equipnent, and facility upon request by the
chi ef .

(c) Post-entry inspections are subject to user
fees pursuant to section 4-71A-19. [Eff. 11/30/01]
(Auth: HRS 88150A-9, 150A-6.3) (Inmp: HRS §150A-6.3)

84-71A-17 List anmendnent by order. (a) By
order, the board may adopt additions to or del etions
fromthe lists of mcroorganisnms without regard to the
notice and public hearing requirenents of chapter 91,
HRS; provided that thirty days or nore prior to the
effective date of the order, the departnent shal
issue a press release and mail notices to the Ofice
of Environmental Quality Control for publication and
to all persons who have nmade a tinely witten request
of the departnent for advance notice of the order or
the departnent’s rul emaki ng proceedi ngs. The press
rel ease and the notice shall include:
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(1) A statement sunmarizing the substance of the
proposed order which may include exanples of
t he kinds of m croorgani sns being added to
or deleted fromthe lists required under
section 150A-6. 3, HRS;

(2) A statenment that a copy of the proposed
order and the proposed exact changes will be
mailed to any interested person who requests
a copy upon paynent in advance of costs for
phot ocopyi ng, preparing, and mailing the
copy;

(3) A statenent as to where to obtain a copy of
t he proposed order and the proposed exact
changes for inspection, or for pick-up after
paynment in full of costs for photocopying
and preparing; and

(4) A statenent that the departnent is
soliciting comments regarding the proposed
order during the next thirty days, where
comments may be forwarded to, and where the
proposed order will be discussed.

(b) The departnent shall consider all oral and
witten comments and may incorporate the sane in its
review of the proposed order by the advisory commttee
on plants and animals in a noticed, public nmeeting.

(c) Upon approval by the board at a noticed,
public neeting, the order to adopt additions to or
deletions fromthe |ists of mcroorganisns shall take
effect ten days after the daily or weekly publication
of statewide circulation or in separate daily or
weekly publications whose conmbined circulation is
st at ewi de. [Eff. 11/30/01] (Auth: HRS 88150A-5.9
150A-6.3) (Inp: HRS §150A-6. 3)

84-71A-18 Maximumtinme period for permt
approval s, di sapprovals, extensions, or autonatic
approvals. (a) Pursuant to the requirenents of
chapter 91, HRS, the departnment shall establish the
following maxi mnumtine periods for the processing of
permt requests after acceptance of a conpleted permt
application and paynent of applicable fees pursuant to
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sections 4-71-4 and 4-71-19:

(1) For mcroorgani smspecies for which the
chief is authorized to approve a permt,
i.e., restricted list (Part B)
m croorgani snms for purposes provided in
Section 4-71A-22(c)(1),(2), and (3), the
chi ef may approve or di sapprove the issuance
of a permt within 90 days; and

(2) For mcroorganisns requiring board action as

provided in section 4-71A-6, the board nay
approve or disapprove the issuance of a
permt within 180 days.

(b) Notwi thstanding the requirenents of
subsection (a), the maxinmum period of tine shall be
extended indefinitely in the event of a national
di saster, state emergency, or union strike, which
prevents the departnment fromfulfilling application or
review requirenents in a tinmely manner

(c) Except as provided for in subsection (b),
an application request for the issuance of a permt
shal | be given automatic approval if action is not
taken by the departnment within the established
maxi mum period of time as specified in subsection
(a). After the expiration of the maxi numtine
period is brought to the attention of the
departnent, the departnent shall have a reasonabl e
anount of tine to issue the permt.

(d) This section shall apply only to
application requests for business or
devel oprnent-rel ated permts required by law to be
obtained prior to the formation, operation, or
expansion of a commercial or industrial enterprise.
[Eff. 11/30/01] (Auth: HRS 88 91-13.5, 150A-9)
(I'nmp:  HRS 8150A-6. 3)

84-71A-19 User fees. (a) The fee to process
permts or permt renewals for inmport of an unlisted
nm croorganism or a mcroorganism on the list of
restricted m croorgani sns shall be as follows:

(1) Five dollars per permt for a single
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shipment within one year from date of
i ssuance or within a cal endar year; or
(2) Fifty dollars per permt for unlimted
shi pments within one year from date of
i ssuance or within a cal endar year

(b) The fee to amend a permt shall be five
dol | ars per request.

(c) The fee to process the registration of a
m crobi al product shall be fifty dollars for unlimted
shi pments within two years fromthe date of issuance.

(d) The fee to renew registration of a m crobi al
product shall be twenty-five dollars for unlimted
shi pments within one year fromthe date of renewal.

(e) In addition to the requirenents of
subsection (a), a fee for a site inspection as
required in this chapter or by permt conditions shal
be twenty-five dollars per inspection plus mleage
rei mbursement .

(f) For inspection requiring the services of
personnel beyond official working hours, an additional
fee shall be assessed which shall include applicable
charges for overtine wages, fixed charges for
personnel services, and neals if required.

(g) Permt and inspection fees may be waived by
the chief for not-for-profit organizations,
uni versities, schools, or government agencies.

(h) All fees shall be paid in full at the tinme
of subm ssion of the request and shall be submtted to
the chief as follows:

(1) Cash for walk-in paynents only; or

(2) Money orders, cashier’s or conpany check

made payable to the “Hawaii Departnent of
Agricul ture”.

(i) All fees paid are non-refundabl e. [ Eff.
11/30/01] (Auth: HRS 88150A-9, 150A-6.3) (Inp: HRS
8§150A- 6. 3)

84-71A-20 Violations. Any person who viol ates
any provision or requirenment of this chapter or of any
notice given pursuant thereto, shall be subject to the
penal ti es provided for under section 150A-14, HRS.
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[Eff. 11/30/01] (Auth: HRS §§150A-9, 150A-6.3) (Inp:
HRS §150A- 6. 3)

SUBCHAPTER 2
| NTRODUCTI ON OF M CROORGANI SMS

84-71A-21 List of restricted m croorgani sns,
Part A. (a) The list of restricted m croorgani sns,
Part A, is conprised of mcroorganisnms classified as
hi gh ri sk m croorganisns.

(b) The list of mcroorgani sns designated as
restricted, Part A, dated October 25, 2001, is |ocated
at the end of this chapter and made a part of this
section.

(c) The introduction into Hawaii and possession
of a m croorganismon the list of restricted
m croorgani sns, Part A, shall be by permt approved by
t he board pursuant to sections 4-71A-4 and 4-71A-7 and
subject to permt conditions established by the board
as further provided in section 4-71A-26. [Eff.
11/30/01] (Auth: HRS 88150A-5.9, 150A-6.3) (I np:
HRS 8§150A-6. 3)

84-71A-22 List of restricted m croorgani sns Part
B. (a) The list of restricted m croorgani sns, Part
B, is conprised of mcroorganisns classified as
moderate risk m croorgani sns.

(b) The list of mcroorgani sns designated as
restricted, Part B, dated October 25, 2001, is |ocated
at the end of this chapter and made a part of this
section.

(c) The introduction into Hawaii and possession
of a m croorganismon the list of restricted
nm croorgani sns, Part B, may be all owed by permt
approved by the chief for the follow ng purposes:

(1) Laboratory studies, analyses, or diagnostics

excl udi ng manufacturing or production;

(2) Plant or soil inoculation studies in a

| aboratory or growth chanber; or
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(3) Cultivation of algal, cyanobacterial and
phot osynthetic bacterial species in a closed
or sem -cl osed system such as a
phot obi or eact or.
(d) The introduction into Hawaii and possession
of a m croorganismon the list of restricted
nm croorgani sms, Part B, for purposes other than those
described in subsection (c) will require a permt
approved by the board pursuant to sections 4-71A-4 and
4-71A-7.
(e) If the chief determ nes that inport of a
strain of mcroorganismon the |ist of restricted
m croorganisms, Part B, is likely to increase the
| evel of risk above that of a noderate risk
m croorgani sm as defined in section 4-71A-2, the
request to inport will require a permt approved by
t he board pursuant to sections 4-71A-4 and 4-71A-7.
(f) A permt issued under this section is
subject to permt conditions as provided in subchapter
3. [Eff. 11/30/01] (Auth: HRS 88150A-9, 150A-6.3)
(I'mp:  HRS 8§150A-6. 3)

84-71A-23 List of select human pathogens. (a)
The list of mcroorgani snms designated as sel ect human
pat hogens, dated October 25, 2001, is located at the
end of this chapter and nade a part of this section.
(b) The introduction into Hawaii and possession
of a m croorganismon the |list of select human
pat hogens is allowed w thout permt issued by the
departnment subject to branch approval for the inport
i n advance of shipnent, and satisfaction of pre-entry
and inspection requirenents and further provided that:
(1) The inporter submts to the chief in advance
of shipment a valid certificate issued by
the CDC, for the novenent of a species cited
in Appendi x A of the CDC List of Select
Agents at 42 United States Code of Federal
Regul ati ons, section 72.6; or
(2) The inporter is a clinical |aboratory
certified under the Clinical Laboratory
| npr ovenment Anmendnents of 1988, (42 United
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St at es Code of Federal Regul ations, section

263a) that utilizes m croorganisnms on the

list of select human pat hogens for

di agnostic, reference, verification, or

proficiency testing purposes and is exenpt

from42 United States Code of Federal

Regul ations, section 72.6.

(c) The branch shall notify the departnment of

health of the entry into the State of the
m croorgani smfor the purpose of possible inspection
and nmonitoring by the departnment of health. [ Eff.
11/30/01] (Auth: HRS 88150A-9, 150A-6.3) (Inp: HRS
8150A- 6. 3)

84-71A-24 List of nonrestricted m croorgani sms.

(a) The list of nonrestricted m croorganisns is
conprised of m croorganisns classified as |ow ri sk.

(b) The list of m croorgani sns desi gnated as
nonrestricted, dated October 25, 2001, is |ocated at
the end of this chapter and made a part of this
section.

(c) Nonrestricted m croorganisns inported for
pur poses and uses which, in the chief’'s judgment, are
not likely to increase the |evel of risk above that of
a low risk mcroorganismas defined in section 4-71A2
may be inported into the State without a permt
provi ded that:

(1) The inporter files a witten statenment with
the chief on a form provided by the
departnment, pursuant to section 4-71A-4; and
the branch confirms that the m croorgani sm
requested for inmport is on the Ilist of
nonrestricted m croorganisnms and is from
cul tured stock; and

(2) The m croorgani smneets the pre-entry and
i nspection requirenents of section 4-71A-8
and 4-71-9, respectively.

(d) A request for inport of a nonrestricted

m croorgani smfor a purpose or use that is likely to
increase the level of risk above that described in
subsection (a) or a request for inport of a
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nonrestricted m croorganismstrain that is likely to
increase the level of risk above that described in
subsection (a) shall require a permt approved by the
chief provided that the inporter can conply with
permt conditions in section 4-71A-27, and if
appl i cabl e, section 4-71A-28.

(e) Mcrobial products containing mcroorgani sns
only on the list of nonrestricted m croorgani sns are
subject to the inport requirenments for mcrobia
products in subchapter 4. [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inmp: HRS 8150A-6. 3)

84-71A-25 Unlisted microorganisnms. (a) The
i ntroduction into Hawaii and possession of a
m croorgani smnot on any of the lists of
m croorgani sns included in this chapter may be all owed
based on the departnment’s determ nation of the |evel
of risk presented by the m croorgani smrequested for
inport and its proposed use as provi ded bel ow.

(b) An unlisted mcroorganismthat is determ ned
by the departnment to be a low risk m croorgani sm nay
be all owed inport by a |letter of authorization issued
by the chief w thout advisory conmmttee review or
board approval.

(c) An unlisted mcroorganismthat is determ ned
by the departnent to be a noderate risk m croorgani sm
may be allowed inport by special permt approved by:

(1) The chief w thout advisory commttee or

board approval, provided that the

m croorganismis for | aboratory studies,

di agnosti cs, and anal yses, excl uding

manuf acture or production; plant or soil

i nocul ation studies in the | aboratory or
growt h chamber; or cultivation of algal,
cyanobacterial and photosynthetic bacteri al
species in a closed or sem -cl osed system
such as phot obi oreactor; provided the
importer can conply with permt conditions
in section 4-71A-27, and if applicable,
section 4-71A-28; or

(2) The board, with advisory conmttee review,
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if the mcroorganismis for purposes other
than those listed in subsection (c)(1),
provided that, the inporter can conply with
permt conditions established by the board.

(d) An unlisted mcroorganismthat is determ ned
by the department to be a high risk m croorgani sm nay
be all owed inport by special permt approved by the
board, with advisory conmttee review, for purposes
approved by the board, provided that the inporter is
able to conply with permt conditions established by
t he board.

(e) An unlisted mcroorgani sminported by
special permt shall be subject to the inport,

i nspection, and standard permt requirenents of
subchapter 1 of this chapter.

(f) An unlisted mcroorganismallowed for inport
wi || be subsequently proposed for listing on the
appropriate list of m croorgani sms based on the
departnent’s determ nation of the |level of risk
presented by the m croorgani sm

(g) A special permt issued under this section
is subject to pernmit conditions established as
provided in this section and in subchapter 3. [Eff.
11/30/01] (Auth: HRS 88150A-9, 150A-6.3) (Inp: HRS
8§150A- 6. 3)

SUBCHAPTER 3
PERM T CONDI Tl ONS

84-71A-26 Permt conditions. (a) The
i nportation and possession of a m croorgani sm by
permt shall be subject to conditions appropriate to
elimnate or mnimze the risks otherw se associ at ed
with the m croorganismand its use.

(b) Permt conditions established by rule or by
the board include, but are not |limted to,
restrictions as to time, place, |ocation and use,
speci al precautions, health requirenents, and
requi renents for safeguarding the microorgani smfrom
escape, unauthorized rel ease, or theft, as well as any
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appl i cabl e requirenments of nunicipal, state, or
federal | aw

(c) The permttee shall conply with the
requi renments of this chapter, chapter 150A, HRS,
standard permt conditions and, if applicable,
suppl enmental permt conditions established herein or,
if the permt requires board action, with permt
conditions established by the board.

(d) When an applicant whose request woul d not
ot herwi se require board action is unable to conply
with a permit condition established by rule, the chief
in his discretion may forward the request for advisory
committee review and board action. [Eff. 11/30/01]
(Auth: HRS 88150A-9, 150A-6.3) (Inp: HRS §150A-6.3)

84-71A-27 Standard permt conditions. All
m croorgani sns all owed i nport through permt issued by
the chief are subject to the standard permt
conditions set forth below, provided that, for each
permt, the identity of the m croorgani sm or
m croorgani sns or, alternatively, reference to an
attached |list of identified m croorganisns to be
i nported, the purpose or purposes for inport,
permttee’s nane and address, site including address,
and nanme and title of the person responsible for the
particular inmport shall be inserted, as appropriate,
in conditions (1),(2),(4) and (5), respectively:

(1) The m croorgani sns, , Shal
be used for , a purpose
approved by the chief, and shall not be
sold, given, transferred or released in

Hawai i, unl ess approved by the chief in
writing;
(2) The permttee, , shall be

responsi bl e and account able for al

nm croorgani sns i nmported, fromthe tinme of

their arrival to their final disposition;
(3) The mcroorgani sns are subject to the pre-

entry requirenents of section 4-71A-8 and

the inspection requirenments of section 4-
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(5)

(6)

(7)

(8)

(9)

(10)

(11)
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71A-9;

The m croorgani snms shall be safeguarded at

, a site inspected and
approved by the branch prior to inportation.
Renoval of the m croorgani sns to another
site shall require site inspection and prior
approval by the chief;

The m croorgani snms shall be maintained by
as the responsible person or
by trained or certified personnel designated
by the responsible person;

The permttee shall adhere to the use,
facility, equipnent, procedures, and

saf eguards proposed and described in the
permt application, as approved,

The approved site, m croorgani sms, and
records pertaining to the m croorgani sns
under permt shall be subject to post-entry
i nspections pursuant to section 4-71A-16;
The permttee shall immediately report to
the chief any theft, accidental release,
exposure, or disease outbreaks involving the
M cr oor gani sms;

Upon conpletion or term nation of the use of
the m croorgani sms, the m croorgani sns shal
be destroyed by autoclaving. 1In the event
autoclaving is not possible, the permttee
shall obtain witten authorization fromthe
chief for an appropriate alternate method of
destructi on;

The permttee shall submt an annual report
of all the m croorganisns inported for the
cal endar year by January 31°%' of the
followi ng year. The report shall include
the permt nunber, scientific nanme and
guantity of each m croorgani sm species

i nported, and status of use of the

M cr oor gani sms;

The permttee shall submt a final report on
t he met hod of destruction of the

nm croorgani sm species to the chief within 30
days of conpletion or term nation of the use

T1A- 27



84- 7T1A- 27

(12)

(13)

(14)

(15)

(16)

(17)

(18)

of the m croorgani sns;

The permttee shall have avail able a
procedural or safety manual at the tinme of

i nspection which identifies the hazards that
will or may be encountered, and which
specifies practices and procedures designed
to mnimze or elimnate risks of exposure
or contam nati on;

It is the responsibility of the permttee to
conply with any applicable requirenments of
muni ci pal, state, or federal |aw pertaining
to the m croorgani sns;

The permttee shall submt to the chief a
copy of all valid |icenses, permts,
certificates or their equivalent required
for the operation of the facility where the
m croorgani sns are safeguarded. The permt

i ssued by the chief may be cancell ed upon
revocati on, suspension, or termnation of
any of the aforenmentioned docunments required
for operation of the facility;

Any violation of the permt conditions my
result in citation or in cancellation of the
permt, or both;

A cancelled permt is invalid and upon
written notification fromthe chief, all

m croorganisns listed on the permt shal

not be inported. In the event of permt
cancel l ation, any nicroorgani sm speci es

i nported may be noved, seized, treated,

guar anti ned, destroyed, or sent out of state
at the discretion of the chief. Any expense
or loss in connection therewith shall be
borne by the permttee;

The permt conditions are subject to
cancel l ation or anendnent at any time due to
changes in statute or adm nistrative rules
restricting or disallow ng inport of the

m croorgani snms or due to Board of
Agriculture action disallow ng a previously
permtted use of the m croorganisns; and
The permttee shall agree in advance to
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def end and indemify the State of Hawaii,
its officers, agents, and enpl oyees for any
and all clains against the State of Hawaii,
its officers, agents, or enployees that may
arise fromor be attributable to any of the
m croorgani sns that are introduced under
this permit. This permt condition shal

not apply to a permttee that is a federal
or State of Hawaii entity or enployee,

provi ded that the state enployee is a
permttee in the enployee s official
capacity. [Eff. 11/30/01] (Auth: HRS
88150A-5.9, 150A-6.3) (Inmp: HRS 8150A-6.3)

84-71A-28 Suppl emental permt conditions. The
follow ng supplemental permt conditions are
established for inport of mcroorgani smspecies on the

list of

restricted mcroorgani sns, Part B, according

to the respective inport purpose or use:

(1)

(2)

(3)

For | aboratory studies, diagnostics and
anal yses: the permttee shall conply with
the Centers for Disease Control and
Prevention and National Institutes of Health
Bi osafety Level 2 guidelines for |aboratory
facility, safety equi pment, standard
m cr obi ol ogi cal practices and speci al
practices as found in the current edition of
the Biosafety in M crobiol ogical and
Bi onedi cal Laboratories; or
For plant or soil inoculation studies in a
| aboratory or growth chanber:
(A) The permttee shall collect and
di sinfect the runoff prior to disposa
into a waste di sposal system approved
by the branch; and
(B) Upon completion or term nation of the
use of the restricted articles, the
i nocul ated materials shall be destroyed
or sterilized by autoclaving.
For reconbi nant DNA research: the pernittee
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shall conmply with the National Institutes of
Heal th current biosafety |evel guidelines
for reconbi nant DNA research published in
and as anended in the Federal Register; or

(4) For algae, cyanobacteria and photosynthetic
bacteria in closed or sem -cl osed systens
such as photobi oreactors: the effluent shal
be disinfected prior to discharge or routed
to a waste-di sposal system approved by the
branch. [Eff. 11/30/01] (Auth: HRS 88150A-
9, 150A-6.3) (Inmp: HRS 8150A-6. 3)

SUBCHAPTER 4
| NTRODUCTI ON OF M CROBI AL PRODUCTS

84-71A-29 Introduction of a mcrobial product.

(a) The introduction into Hawaii and possession
of a mcrobial product is allowed only as provided
bel ow.

(b) A mcrobial product containing only
m croorgani sns on the list of nonrestricted
m croorgani sns, including reconbi nant DNA strains
determ ned by the departnment to be low risk, may only
be inported into the State through a registration with
the branch. A mcrobial product containing
reconmbi nant DNA strains of nonrestricted
m croor gani sns ot her than strains deternm ned by the
departnent to be low risk shall require a permt for
i mport subject to neeting the requirenents of sections
4-71A-4 and, if applicable, 4-71A-7 and 4-71A-10;

(c) A mcrobial product containing only unlisted
m croorgani sm speci es determ ned by the departnent to
be low risk m croorgani sns may be allowed inport by
| etter of authorization subject to neeting the
requi renments of section 4-71A- 4,

(d) A mcrobial product containing only one or
nore unlisted m croorgani sm speci es other than species
determ ned by the departnent to be | ow risk
nm croorgani sm's) nmay be allowed inport by permt
subject to neeting the requirenents of sections 4-71A
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4, and if applicable, 4-71A-7 and 4-71A-10; and

(e) A mcrobial product containing only
m croorgani smse on both the lists of nonrestricted and
restricted mcroorgani sns nmay be allowed inport by
permt pursuant to sections 4-71A-4, and if
applicable, 4-71A-7 and 4-71A-10. [Eff. 11/30/01]
Aut h:  HRS 88150A-9, 150A-6.3) (Inmp: HRS §150A-6. 3)

84-71A-30 Mcrobial product registration. (a)
A request to register a mcrobial product for inport
into the State shall be submtted to the chief on the
departnment application formin advance of shipnent,
providing the information required in section
4-71A-4(a)(3),(4),(5),(7),(8) and (9), as well as the
foll owi ng additional informtion:
(1) A request to introduce a mcrobial product
into the State under registration;
(2) A request that the departnent inspect the
m crobi al product upon arrival in the State;
(3) Quantity of each m crobial product and
scientific (genus and species) nanme of the
m croorgani snms contained in each of the
m crobi al products;
(4) WMaterial safety data sheet and | abel that
i ncl udes the nanme, brand, or trade mark,
i ngredi ent statement, directions for use,
and caution or warning statenment, nane and
address of the manufacturer or person for
whom manuf act ured; and
(5) Description of the nmethod of disposal for
the m crobi al product.
(b) Registration is effective for one year from
the date of issuance.
(c) Registration is subject to a fee pursuant to
section 4-71A-19(c). [Eff. 11/30/01] (Auth: HRS
88150A-9, 150A-6.3) (Inp: HRS 8150A-6.3)

84-71A-31 Conditions of registration. (a)
Regi stered m crobi al products shall be all owed
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import for distribution, sales, or individual use.

(b) Registered mcrobial products shall be used
in accordance with the product | abel.

(c) The registrant shall imrediately notify the
chief in witing of any changes made to the registered
m crobi al product including to the m croorgani sns
contained in the product, product |abel and use of the
product. The witten notification shall be submtted
to chief in advance of shipment.

(d) Mcrobial products inported into the State
are subject to pre-entry and inspection requirenents
pursuant to 84-71A-8 and 84-71A-9. [Eff. 11/30/01]
(Auth: HRS 88150A-9, 150A-6.3) (Inmp: HRS §150A-6.3)

84-71A-32 Registration renewal. (a)

Regi stration of a mcrobial product may be renewed
only when there are no changes in or to the

m croorgani snms contained in the mcrobial product,
product |abel, or the use of the product as previously
regi stered.

(b) The chief nmay di sapprove a request for
renewal of registration for the foll ow ng reasons:

(1) Changes declared on the request for

registration renewal are, in the chief’s
judgment, sufficiently significant to
require a new registration; or

(2) The registrant has not deposited or paid

bail with respect to any sunmons or citation
issued to the registrant as of the date of
the chief’s action on the request.

(c) A request to renew the registration of a
m crobi al product shall not be made nore than two
mont hs prior to the date of expiration.

(d) The registrant shall submt a witten
request for renewal to the chief with the foll ow ng
statenments and information:

(1) A request to renew registration;

(2) A request that the departnent exam ne the

m crobi al product upon arrival in the state;

(3) An agreenment by the registrant to
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conply with conditions of registration;

(4) An agreenent to be responsible for al
costs, charges, or expenses incident to the
i nspection or treatnment of the inported
m crobi al products;

(5) A waiver of all clainms for damages or | osses
incident to the inspection, treatnent,
di sinfection, treatnent, quarantine, or
destruction of the mcrobial product, if
necessary; and

(6) A statenment that there are no changes in or

to the m croorgani sns contained in the
product as previously registered, product
| abel, or use of the product.

(e) If the request for registration renewal is
not submtted within 30 days after the expiration of
an existing registration, the request for registration
renewal shall be treated as a new registration request
and shall be subject to the inport requirenents and
fees of sections 4-71A-19 and 4-71A-30. [ Eff.
11/30/01] (Auth: HRS 88150A-9, 150A-6.3) (Inp: HRS
8150A- 6. 3)

84-71A-33 Cancellation of registration. The
chief may cancel the registration of a m crobial
product for any of the foll ow ng reasons:
(1) Any violation of the conditions of
registration;
(2) A witten request by the registrant to
cancel registration; or
(3) The mcroorganism's) contained in the
m crobi al product are no longer on the |ist
of nonrestricted m croorganisns. [Eff.
11/30/01] (Auth: HRS 88150A-5.9, 150A-6.3)
(I'np:  HRS 8150A-6. 3)

84-71A-34 Inport of a m crobial product under
trade secret claim (a) Inport of a mcrobial
product containing a m croorganismfor which species
identification is clainmed by the product’s
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manuf acturer or shipper to be trade secret shall be
subj ect to special handling to assure confidentiality
of the species identification of the m croorgani sm
provi ded that the manufacturer or shipper and inporter
conply with branch procedures for notification and
accommodati on of a trade secret claim

(b) Notwi thstanding the assertion of a trade
secret claimas described in subsection (a), the
manuf acturer or shipper shall disclose to the chief
the scientific nane or species identification of each
nm croorgani smcontained in the mcrobial product
requested for inport, after which the asserted trade
secret data will only be reviewed as necessary by
certain persons in the branch’s permt and
registration review process. To nmaintain
confidentiality, the asserted trade secret data wll
appear in coded formin witten materials at any
public neetings at which the inport request is
considered or in any disclosure of public records.

(c) It is the responsibility of the applicant or
permttee to defend a trade secret claimif chall enged
and prove trade secret status. The departnment wl|
treat a properly asserted trade secret claimas such
and maintain confidentiality for the asserted trade
secret data to the extent permtted by | aw or unless
required to disclose the informati on pursuant to
chapter 92F, HRS. If upon challenge, the state Ofice
of Information Practices or a court determ nes that
the scientific name or species identification of a
m croorgani smcontained in a mcrobial product is not
a trade secret, subject to the outcone of any appeal,
the departnment will disclose the data.

(d) A mcrobial product under trade secret claim
is subject to the inport requirenents for m crobial
products described in this subject.

(e) Both a local inporter as applicant and a
manuf act urer or shipper as co-applicant shall conplete
and sign an application for inport under trade secret
claimas provided herein and on branch fornms. A trade
secret claimunder this section will be processed as
fol | ows:

(1) The manufacture or shipper shall notify the
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chief in witing of a trade secret claim
asserted as to species identification of one
or nore m croorgani sns contained in a

m crobi al product and shall provide the
product nane and the nanme and address of the
| ocal inporter;

(2) Upon notification, the chief shall send to

t he manufacturer or shipper a permt
application for inport under trade secret
claim

(3) The manufacture or shipper shall list on the

application the scientific nane of each

m croorgani smcontained in the product,

i dentifying which m croorganisns are
asserted to be trade secret protected, and
shal |l conplete and sign the application;

(4) Prior to submtting the conpleted

application to the branch for speci al
handl i ng, the manufacturer or shipper shal
send to the inporter a copy of the sanme
application, first deleting species
identification for those m croorganisms in
the product asserted to be trade secret
protected; and

(5) The inporter shall conplete, sign and submt

the trade secret data redacted application
to the departnent.

(f) Products containing mcroorgani snms under
trade secret claimshall not be listed on the sane
permt application as products for which no trade
secret claimis asserted. [Eff. 11/30/01] (Auth:
HRS 88150A-9, 150A-6.3) (Inmp: HRS 8§150A-

6. 3)
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DEPARTMENT OF AGRI CULTURE

Chapter 4-71A, Hawaii Adm nistrative Rules, on
t he Summary Page dated COctober 25, 2001, was adopted
on Cctober 25, 2001, follow ng public hearings held on
Cct ober 1, 2001, Cctober 3, 2001, and October 5, 2001
after public notice was given in the Honolulu Star-
Bulletin and the M dweek on August 27, 2001.

The adoption of chapter 4-71 shall take effect
ten days after filing with the Ofice of the
Li eut enant CGovernor.

/sl

JAMES J. NAKATANI
Chai r per son,

Board of Agriculture

APPROVED:

/sl

BENJAM N J. CAYETANO
Gover nor

State of Hawai i

Dat ed: 11/ 15/ 01
APPROVED AS TO FORM
Haunani Burns
Deputy Attorney General
11/ 20/ 01
Filed
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