Biologics — Vaccines for Aquatic Animals
June 12, 2012

PETITION FOR LISTING
ON

NATIONAL LIST OF APPROVED AND PROHIBITED SUB-
STANCES

SEC. 2118. [7 U.S.C. 6517] NATIONAL LIST

Petitioner name: Aquaculture Working Group, % George S. Lockwood, Chair
Address: PO Box 345
Carmel Valley, CA 93924

Telephone number: 831-659-4145
Email address: GeorgeSLockwood@aol.com

Date of petition: June 12, 2012
Check applicable:

O §205.609 Synthetic substances allowed for use in organic aquatic plant production.

O 8§205.610 Nonsynthetic substances prohibited for use in organic aquatic plant pro-
duction

X 8§205.611 Synthetic substances allowed for use in organic aquatic animal production.

O §205.612 Nonsynthetic substances prohibited for use in organic aquatic animal pro-
duction.

Send to: National List Coordinator, National Organic Program,
USDA/AMS/TM/ NOP, Room 2646-So., Ag Stop 0268,

1400 Independence Ave., SW.,

Washington, DC 20250-0268

Summary of request:

Previous actions by NOSB and NOP allow Biologics — VVaccines for the treatment
of organic livestock under:

8§ 205.237 Synthetic substances allowed for use in organic livestock production,
(a) As disinfectants, sanitizer, and medical treatments as applicable
(4) Biologics—Vaccines.

This petition is a request for NOSB and NOP to allow Biologics — VVaccines for
the medical treatment of aquatic animals under

8 205.611 Synthetic substances allowed for use in organic aquatic animal produc-
tion.

(x) As disinfectants, sanitizers, ¢c and medical treatments as applicable.

(y) Biologics — Vaccines.
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This petition requests the allowance of vaccines, including vaccines made from
genetically modified organisms, that are registered with the USDA/APHIS Center
for Veterinary Biologics for us in aquatic animals. This includes viruses, serums,
toxins, and analogous products of natural or synthetic origin, such as diagnostics,
antitoxins, vaccines, live microorganisms, killed microorganisms, and the antigen-
ic or immunizing components of microorganisms intended for use in the diagno-
sis, treatment, or prevention of diseases of animals. Products containing biologics
are regulated by APHIS.

1. The substance’s chemical or material common name.

Biologics — vaccines

2. The manufacturer’s or producer’s name, address and telephone number and other con-
tact information of the manufacturer/producer of the substance listed in the petition.

Present sources of vaccines are:

True Name of Vaccine Trade Name Permittee
Aeromonas salmonicida bacterin Furogen dip Novartis

Aeromonas salmonicida-
Vibrio anguillarum-
Ordalii-salmonicida bacterin Lipogen forte Novartis

Arthrobacter vaccine, live culture Renogen Novartis

Infectious salmon anemia virus vaccine,
Aeromonas salmonicida-Vibrio
anguillarum-Ordalii-
salmonicida bacterin,

Killed virus Forte V1 Novartis
Yersinia ruckeri bacterin Ermogen Novartis
Flavobacterium columnare bacterin FryVaccl Novartis
Vibrio anguillarum-Ordalii bacterin Vibrogen 2 Novartis
Flavobacterium columnare vaccine,

avirulent live culture AQUAVAC-COL Intervet
Edwardsiella ictaluri vaccine,

avirulent live culture AQUAVAC-ESC Intervet

This is a partial list since additional vaccines will be developed in the future.

Addresses for producers are:

Novartis Animal Health US, Inc.
Larchwood, lowa, 51241
800-843-3386

U.S. Vet. Permit No. 303A
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Intervet Inc.

405 State Street, P.O. Box 318
Millsboro, DE 19966

Tel: 302-934-8051
WwWw.intervetusa.com

U.S. Est. No. 165A

For further information, please see “Approved Vaccines for Use in Aquaculture”
Poster produced by U.S. Fish & Wildlife Service, Aquatic Animal Drug Approval
Partnership (AADAP) Program at
http://www.fws.gov/fisheries/aadap/vaccines_poster_introduction.htm .

Questions concerning the AADAP Program can be directed to:

Dave Erdahl; Program Director
4050 Bridger Canyon Road
Bozeman, MT 59715

Phone: 406-994-9904

3. The intended or current use of the substance such as use as a pesticide, animal feed ad-
ditive, processing aid, nonagricultural ingredient, sanitizer or disinfectant. If the sub-
stance is an agricultural ingredient, the petition must provide a list of the types of prod-
uct(s) (e.g., cereals, salad dressings) for which the substance will be used and a descrip-
tion of the substance’s function in the product(s) (e.g., ingredient, flavoring agent, emul-
sifier, processing aid).

The intended use of this group of products are for vaccinations. Most vaccines are
injected intramuscularly or given orally and once inside the body, cause the im-
mune system to create antibodies (i.e., white blood cells) that upon subsequent
exposure, are able to recognize bacteria and viruses and kill them (humoral im-
munity). Humoral immunity can be strengthened by cell-mediated immunity,
which involves other types of cells (e.g., “natural killer cells”) that are able to
fight off viruses and bacteria that enter inside of the animal’s cells.

Vaccines are composed of either weakened live or killed pathogens or antigenic
components (molecular subunits) of pathogens . The production process begins
when the virus/bacteria are replicated from a “reference” organism and grown in a
protein growth medium (viruses are grown on a bovine kidney cell line or in
chicken eggs, and bacteria are grown in bioreactors) in the laboratory (DHHS,
2005). After replication, the pathogens are inactivated, killed, and/or modified,
depending upon the vaccine being created. Traditionally, live vaccines are weak-
ened by passing them through the laboratory host system. Alternatively, patho-
gens can be inactivated using one or more chemicals or heat. Other vaccines are
created by extracting and purifying a particular part of the pathogenic organism
(CAST, 2008). As explained in the Characterization of Petitioned Substance sec-
tion above, GMO vaccine production differs from traditional vaccine production
in that GMO vaccine organisms are altered by deleting, adding, or otherwise ge-
netically modifying the bacteria or virus.


http://www.fws.gov/fisheries/aadap/vaccines_poster_introduction.htm
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4. A list of the crop, livestock or handling activities for which the substance will be used.
If used for crops or livestock, the substance’s rate and method of application must be de-
scribed. If used for handling (including processing), the substance’s mode of action must
be described.

As described above, vaccines, including GMO vaccines, are presently adminis-
tered to aquatic animal species to control the infectious diseases listed in #2
above.

5. The source of the substance and a detailed description of its manufacturing or pro-
cessing procedures from the basic component(s) to the final product. Petitioners with
concerns for confidential business information may follow the guidelines in the Instruc-
tions for Submitting CBI listed in #13.

This section does not apply.

6. A summary of any available previous reviews by State or private certification pro-
grams or other organizations of the petitioned substance. If this information is not availa-
ble, the petitioner should state so in the petition.

Organic Materials Review Institute

Vaccine — A substance derived from one or more pathogenic organisms that is treated to
lose its virulence and administered to animals to stimulate the immune system and protect
against infection from these and related pathogenic organisms.

Biologics

Status: Allowed

Class: Livestock Health Care

Origin: Synthetic/Nonsynthetic

Description:

Includes viruses, serums, toxins, and analogous products of natural or synthetic
origin, such as diagnostics, antitoxins, vaccines, live microorganisms, killed microor-
ganisms, and the antigenic or immunizing components of microorganisms intended
for use in the diagnosis, treatment, or prevention of diseases of animals. Products
containing biologics are regulated by APHIS. See also VACCINES. See Glossary for
definition of "biologics."”

NOP Rule: 205.2, 205.238(a)(6) & 205.603(a)(4

Generic Materials: Livestock

Biologics Allowed

Class: LH Nonsynthetic

Includes viruses, serums, toxins, and analogous products of natural or synthetic
origin, such as diagnostics, antitoxins, vaccines, live microorganisms, killed microor-
ganisms, and the antigenic or immunizing components of microorganisms intended
for use in the diagnosis, treatment, or prevention of diseases of animals. Products
containing biologics are regulated by APHIS. See also VACCINES. See Glossary for
definition of “biologics.”

NOP Rule: 205.2, 205.238(a)(6) & 205.603(a)(4)

Vaccines Allowed
Class: LH Nonsynthetic



Biologics — Vaccines for Aquatic Animals
June 12, 2012

May be used against problems that are endemic. Those derived from excluded meth-
ods must be approved in accordance with 205.600(a). See also BIOLOGICS. See
Glossary for definition of “vaccine.”

NOP Rule: 205.105(e), 205.238(a)(6) & 205.603(a)(4)

National Standard of Canada
Organic Aquaculture Standards

6. Animal Aquaculture
6.5.7 Vaccinations are permitted. Prophylactic treatment with other synthetic
veterinary drugs is prohibited.

Soil Association (UK)

6.11.09

Vaccines that have not been genetically engineered may be used where there
is a known disease risk to the operations as part of a disease prevention strate-
gy. Any vaccines should be directed at the specific disease risk in question,
not administered as a general preventative.

Naturland (Germany)

“Vaccination either has to be prescribed by a veterinarian (i.e. the vaccination
has to be part of the health and hygiene program of the farm), or it has to be a
legal requirement (as is the case in some countries).”

KRAYV (Sweden)

7.7 Special Standards for Salmonids and Perches
7.7.5.8 Vaccination

Vaccination is permitted if it is established that there is a disease in the area
and that it cannot be controlled using prophylactic production methods.
KRAV-certification is not affected by vaccination that is recommended by a
government agency. Vaccination should be performed so that it causes as little
harm to the fish as possible and as few side effects as possible.7. Information
regarding EPA, FDA, and State regulatory authority registrations, including
registration numbers. If this information does not exist, the petitioner should
state so in the petition.

European Commission
Vaccination in fish is allowed by oral administration and injection.

In the United States, livestock vaccines are regulated by the USDA’s Animal
and Plant Health Inspection Service (APHIS) 77 Center for Veterinary Biologics
under authority of the Virus-Serum-Toxin Act of 1913. In particular, all vaccines
used in agricultural animals must be licensed, and vaccines created using biotech-
nology (i.e., made with GMOs) must adhere to the same standards for traditional
vaccines. Specifically, vaccine makers are required to submit a Summary Infor-
mation Format (SIF) specific to the type of vaccine (Roth and Henderson, 2001).
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A SIF must present information regarding the efficacy, safety, and environmental
impact of the vaccine being registered. The purpose of the SIF is to characterize
the vaccine’s potential for, and likelihood of, risk. Occasionally, peer-review pan-
els are formed to complete risk assessment of vaccines; this was the case for the
currently licensed live vector rabies vaccine (to reduce rabies in wildlife).

This petition is for substances that are medicinal products used to prevent illness
in food animals. Vaccines do not fall under EPA List 4.

8. The Chemical Abstract Service (CAS) number or other product numbers of the sub-
stance and labels of products that contains the petitioned substance. If the substance does
not have an assigned product number, the petitioner should state so in the petition.

Please see product brochures that are provided in Appendix A, B and C.. Addi-
tional product links are contained in 10. below.

9. The substance’s physical properties and chemical mode of action including (a) Chemi-
cal interactions with other substances, especially substances used in organic production;
(b) toxicity and environmental persistence; (c) environmental impacts from its use and/ or
manufacture; (d) effects on human health; and, (e) effects on soil organisms, crops, or
livestock.

(a) This petition concerns vaccines, which are biological agents with varying
physical properties. In general, GMO vaccines are either live or killed pathogens
(viral or bacterial) to which specific modifications, additions, or deletions have
been introduced into the pathogen’s genome.

Vaccines may contain suspending fluids, adjuvants, stabilizers, preservatives, or
other substances to improve shelf-life and effectiveness of the vaccine (CDC,
2011). In addition, live vector vaccines (see Additional Question #1 for a defini-
tion) contain two different viral strains, providing immunity for two diseases in
one vaccine. Other non-vector vaccines may contain more than one disease strain
as well.

(b) Please see Product Brochures that are included as appendices and the links
provided in 10. below. Petitioner is unaware of any indications of environmental
persistence.

(c) Please see Product Brochures that are included as appendices and links pro-
vided in 10. that follows below. Petitioner is unaware of any indications of envi-
ronmental impacts from use or manufacturer of vaccines for aquatic animals.

(d) Biologics-vaccines are administered to healthy aquatic animals in order to
assure continued good health when the aquatic animals are challenged by disease
organisms. This prevents sick animals from being fed to humans, and prevents an-
imals that have been treated with antibiotics and other medications from being fed
to humans. Petitioner is unaware of any adverse effects on human health from
vaccines being administered to fish.
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(e) Petitioner is unaware of any evidence of impacts on soil organisms, crops,
livestock, culture water or other aquatic animals with the administration of vac-
cines directly to individual fish.

10. Safety information about the substance including a Material Safety Data Sheet
(MSDS) and a substance report from the National Institute of Environmental Health
Studies. If this information does not exist, the petitioner should state so in the petition.

Trade Name MSDS No.
Furogen dip W-018-0
http://www.livestock.novartis.com/MSDS/aqua msds/furogen-dip bacterin.pdf

Lipogen forte W-11-2
http://www.livestock.novartis.com/MSDS/aqua msds/lipogen forte.pdf

Renogen W-012-1
http://www.livestock.novartis.com/MSDS/agua msds/renogen.pdf

Forte V1 W-019-1
http://www.ah.novartis.ca/MSDS/Forte\VV1Jan1408.pdf

Ermogen W-03-0
http://www.livestock.novartis.com/MSDS/agua msds/ermogen bacterin.pdf

FryVacc 1 W-015-1
http://www.livestock.novartis.com/MSDS/agua msds/fryvaccl bacterin.pdf

Vibrogen 2 W-05-0
http://www.livestock.novartis.com/MSDS/agua msds/vibrogen2 bacterin.pdf

AQUAVAC-COL
http://174.132.27.123/~aquavac/media/AquavacCOL Product Bulletin.pdf

This is a partial list since additional vaccines will be developed in the future. Ma-
terial Brochures providing safety information for several materials are in the attached ap-
pendices.

11. Research information about the substance which includes comprehensive substance
research reviews and research bibliographies, including reviews and bibliographies which
present contrasting positions to those presented by the petitioner in supporting the sub-
stance’s inclusion on or removal from the National List. For petitions to include non-
organic agricultural substances onto the National List, this information item should in-
clude research concerning why the substance should be permitted in the production or
handling of an organic product, including the availability of organic alternatives. Com-
mercial availability does not depend upon geographic location or local market conditions.
If research information does not exist for the petitioned substance, the petitioner should
state so in the petition.


http://www.livestock.novartis.com/MSDS/aqua_msds/furogen-dip_bacterin.pdf
http://www.livestock.novartis.com/MSDS/aqua_msds/lipogen_forte.pdf
http://www.livestock.novartis.com/MSDS/aqua_msds/renogen.pdf
http://www.ah.novartis.ca/MSDS/ForteV1Jan1408.pdf
http://www.livestock.novartis.com/MSDS/aqua_msds/ermogen_bacterin.pdf
http://www.livestock.novartis.com/MSDS/aqua_msds/fryvacc1_bacterin.pdf
http://www.livestock.novartis.com/MSDS/aqua_msds/vibrogen2_bacterin.pdf
http://174.132.27.123/~aquavac/media/AquavacCOL_Product_Bulletin.pdf
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During the approval process for a new vaccine, extensive scientific documenta-
tion must be provided to the Center for Veterinary Biologics (CVB) at the time of
application. Such documentation consists of complete scientific reviews of the
organism, the disease, and the proposed vaccine. Such reviews must include any
negative data or information available. Extensive data sets on Efficacy, Purity,
and Safety of the proposed vaccine are also furnished for review.

The vaccine and its proposed method of production and use are also subjected to a
Risk Analysis review. The Risk Analysis provides a systematic interdisciplinary
approach for conducting risk assessments. Such assessments include, as part of
the required National Environmental Policy Act (NEPA) review, hazard analysis
identification and characterization that address Animal Safety, Public Health
Safety, and Environmental Safety concerns.

The review process insures that all of these assessments are scientifically compre-
hensive and all information concerning the vaccine and its approval are made
available for public inspection (except for proprietary information). The infor-
mation would therefore be available as supporting information on the petition to
be included on the National List.

12. A “‘Petition Justification Statement’’ which provides justification for any of the fol-
lowing actions requested in the petition:

A. Inclusion of a Synthetic on the National List, 88 205.609 and 205.611

* Explain why the synthetic substance is necessary for the production or handling
of an organic product.

As part of a disease prevention strategy where there is a known disease risk to
the operations. Vaccines have been used in humans and animals for several
hundreds of years. The first documented use occurred in 1798 when Edward
Jenner vaccinated humans with cowpox virus to protect them from smallpox.

Vaccines utilizing recombinant gene technology did not appear on the market
until the mid-1980s. Before the introduction of GMO vaccines, substantial
portions of food animals were dying due to infectious disease, even with the
use of traditional vaccines and other medical treatments. In 1984, 10% of the
45 million cattle and 15% of 94 million swine born that year died of infectious
disease (Faras and 113 Muscoplat, 1985). Growth in the veterinary vaccines
industry over the past few decades has been primarily the result of new tech-
nological advances, drug resistance by pathogens, and new diseases (Frey,
2007).

* Describe any non-synthetic substances, synthetic substances on the National List
or alternative cultural methods that could be used in place of the petitioned syn-
thetic substance.

Organic producers may choose between traditional and GMO vaccines when
treating for most diseases (See the “OFPA, USDA Final Rule” section for fur-
ther discussion of the regulatory status of traditional and GMO vaccines.)
However, there are some diseases or combinations of diseases for which a
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GMO vaccine is the only available product (Foley, 2011). For example, with
livestock there is no conventional Avian salmonellosis vaccine and there is no
conventional combination vaccine for Fowl Pox and Mycoplasma Gallisepti-
cum (note that there are conventional vaccines available for the two diseases
separately) (USDA, 2011). In addition, the number of available GMO vac-
cines and conventional vaccines vary with time due to new license issues and
previous license terminations on an ongoing basis (as vaccine manufacturers
discontinue production of previously approved vaccines and replace them
with more efficacious products). It should also be noted that GMO vaccines
are sometimes safer, and often more efficacious and cheaper than their tradi-
tional counterparts (Shams, 2005).

Vaccines are an integral part of animal agriculture to prevent disease and ani-
mal suffering (Morton, 2007). It is unlikely that homeopathic or other meth-
ods would render vaccinations unnecessary.

* Describe the beneficial effects to the environment, human health, or farm eco-
system from use of the synthetic substance that support its use instead of the use
of a non-synthetic substance or alternative cultural methods.

While viruses or bacteria shed from vaccinated animals may survive in the
environment for a short time, the amount of shed pathogen is generally low
and may not be excreted from all vaccinated animals. GMO vaccines are not
expected to persist in the environment any longer than traditional vaccines.
CFIA 217 (2007 and 2008a) stated that any pathogenic bacteria created from
gene transfer would be unable to persist in the environment for long periods of
time. A safety assessment of a human V. cholera live genetically modified
vaccine indicated that the shedding of pathogenic vibrios from GMO vaccine-
inoculated patients was considerably less than patients administered the non-
GMO vaccine strain and that the GMO vaccinated patients shed 106 to 108
times fewer vibrios than those infected with cholera. Furthermore, shedding
occurred in only 20-30% of patients inoculated with the GMO vaccine for a
maximum of 7 days (Frey, 2007). It is also advantageous that gene-deleted
GMO vaccines (e.g., bovine rhinotracheitis, pseudorabies, and classical swine
fever vaccines) can be tracked in the environment, as the survival of the or-
ganisms in the animal and the environment can be investigated during GMO
strain construction. However, vaccines with inactivated (rather than deleted)
pathogens cannot be tracked in this way because both vaccinated and infected
animals will produce the same antibodies against the disease (Frey, 2007).

All vaccines (conventional and GMO) can be shed in the animal’s feces and
other secretions, although not all animals will shed vaccine DNA. This shed
DNA could potentially infect other animals and spread the virus or bacteria in
the environment. However, as discussed above, vaccines cannot survive in the
environment for long periods of time. Vaccines contain aluminum salts and
other chemical adjuvants or additives; however, it is unclear if these substanc-
es are released in high quantities or whether they may impact the environ-
ment. Moreover, for both conventional and GMO vaccines, regulatory au-
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thorities consider additives when licensing them, establishing residue limits
and withdrawal periods (required time between vaccination and slaughtering
or milking) when necessary (OIE, 2010).

Because live vaccine pathogens cannot survive long outside of a host, envi-
ronmental damage is not expected from accidental release or shedding from
vaccinated animals. Furthermore, although there is a possibility that non-
target species in close proximity to vaccinated animals may become infected
with pathogens from vaccine shedding, studies have indicated that this has not
been a problem historically. Once again, the ability for the pathogen to spread
is limited by its short lifespan in the environment. In addition, some GMO
vaccines have been tested in non-target species (e.g., the GMO Salmonella ty-
phurium vaccine in rats, mice, calves, and pigs) and have not shown to ad-
versely affect these species (CFIA, 2006).

B. Removal of a Synthetic from the National List, 8§ 205.609 and 205.611

Explain why the synthetic substance is no longer necessary or appropriate for the
production or handling of an organic product.

Not applicable.

Describe any non-synthetic substances, synthetic substances on the National List
or alternative cultural methods that could be used in place of the petitioned synthetic sub-
stance.

Not applicable.

C. Inclusion of a Prohibition of a Non- Synthetic, 8§ 205.610 and 205.612

Explain why the non-synthetic substance should not be permitted in the produc-
tion of an organic product.

Not applicable.
Describe other non-synthetic substances or synthetic substances on the National

List or alternative cultural methods that could be used in place of the petitioned sub-
stance.

Not applicable.
D. Removal of a Prohibited Non- Synthetic from the National List, 8§ 205.610 and
205.611

Explain why the non-synthetic substance should be permitted in the production of
an organic product.

Not applicable.

Describe the beneficial effects to the environment, human health, or farm ecosys-
tem from use of the non-synthetic substance that supports its use instead of the use of
other non-synthetic or synthetic substances on the National List or alternative cultural
methods.

10
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Not applicable
E. Inclusion of a Non-Synthetic, Non-Agricultural Substance onto the National List, §
205.605(a)
Explain why the substance is necessary for use in organic handling.
Not applicable.

Describe non-synthetic or synthetic substances on the National List or alternative
cultural methods that could be used in place of the petitioned synthetic substance.

Not applicable

Describe any beneficial effects on the environment, or human health from the use
of the substance that support its use instead of the use of non-synthetic or synthetic sub-
stances on the National List or alternative cultural methods.

F. Removal of a Non-Synthetic, Non-Agricultural Substance from the National List, §
205.605(a)

Explain why the substance is no longer necessary for use in organic handling.
Not applicable.

Describe any non-synthetic or synthetic substances on the National List or alter-
native cultural methods that could be used in place of the petitioned substance.

There are no suitable substances that could replace the use of vaccines.

G. Inclusion of a Non-Organically produced Agricultural Substance onto the National
List, § 205.606

Provide a comparative description on why the non-organic form of the substance
IS necessary for use in organic handling.

Not applicable

Provide current and historical industry information/research/evidence that ex-
plains how or why the substance cannot be obtained organically in the appropriate form,
appropriate quality, and appropriate quantity to fulfill an essential function in a system
of organic handling.

Please see prior comments.

Describe industry information on substance non-availability of organic sources
including but not limited to the following guidance regarding commercial availability
evaluation criteria: (1) Regions of production, including factors such as climate and num-
ber of regions; (2) Number of suppliers and amount produced; (3) Current and historical
supplies related to weather events such as hurricanes, floods, and droughts that may tem-
porarily halt production or destroy crops or supplies; (4) Trade related issues such as evi-
dence of hoarding, war, trade barriers, or civil unrest that may temporarily restrict sup-
plies, and (5) Other issues which may present a challenge to a consistent supply.

Please see prior comments.

11
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H. Removal of a Non-Organically Produced Agricultural Substance from the National
List, § 205.606

* Provide a comparative description as to why the non-organic form of the sub-
stance is not necessary for use in organic handling.

Not applicable.

* Provide current and historical industry information/research/evidence that ex-
plains how or why the substance can be obtained organically in the appropriate
form, appropriate quality, and appropriate quantity to fulfill an essential function
in a system of organic handling.

Not applicable.

* Provide new industry information on substance availability of organic sources
including but not limited to the following guidance commercial availability evalu-
ation criteria: (1) Region of production, including factors such as climate and
number of regions; (2) Number of suppliers and amount produced; (3) Current
and historical supplies related to weather events such as hurricanes, floods, or
droughts that temporarily halt production or destroy crops or supplies; (4) Trade
related issues such as evidence of hoarding, war, trade barriers, and civil unrest
that may temporarily restrict supplies and; (5) Any other issues which may pre-
sent a challenge to a consistent supply.

Not applicable.

13. A Confidential Business Information Statement which describes the specific required
information contained in the petition that is considered to be Confidential Business In-
formation (CBI) or confidential commercial information and the basis for that determina-
tion. Petitioners should limit their submission of confidential information to that needed
to address the areas for which this notice requests information. Final determination re-
garding whether to afford CBI treatment to submitted petitions will be made by USDA
pursuant to 7 CFR 1.27(d).

This petition does not contain confidential business information.

14. Other important information.

In general, the use of genetic engineering is prohibited in organic production and
handling. Substances, methods, and ingredients that may and may not be used in
organic production and handling are defined in 121 7 CFR §205.105. Among the
provisions of this section is a requirement that organic products must be produced
and handled without the use of “excluded methods,” which are defined as follows:

“A variety of methods used to genetically modify organisms or influence their
growth and development by means that are not possible under natural condi-
tions or processes and are not considered compatible with organic produc-
tion. Such methods include cell fusion, microencapsulation and macroencap-
sulation, and recombinant DNA technology (including gene deletion, gene
doubling, introducing a foreign gene, and changing the positions of genes

12
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when achieved by recombinant DNA technology). Such methods do not in-
clude the use of traditional breeding, conjugation, fermentation, hybridiza-
tion, in vitro fertilization, or tissue culture. “ (7 CFR 8205.2)

However, vaccines are specifically excluded (7 CFR §8205.105(e)) from the prohi-
bition of excluded methods, provided that the vaccines are approved for use by
inclusion on the National List. At present, the National List identifies all vaccines,
as a group, as synthetic substances allowed for use in organic livestock production
(7 CFR 8205.603(a)(4)). Vaccines are not individually listed and no distinction is
made between vaccines made with and without the use of genetic engineering.

Conclusions

A basic principle of organic production is to grow healthy animals so as to not
require treatment of sick animals. VVaccines are essential for the healthy production of
aquatic animals as they are in the production of terrestrial livestock. They are safe, pro-
vide no environmental risks, dramatically reduce the need for prophylaxis, and there are
no natural alternatives. The administration of vaccines is an accepted practice in organic
livestock production.

Previous actions by NOSB and NOP allow vaccines for the treatment of organic
livestock under:

8§ 205.237 Synthetic substances allowed for use in organic livestock production,
(a) As disinfectants, sanitizers, and medical treatments as applicable
(4) Biologics—Vaccines.

This petition is a request for NOSB and NOP to similarly allow vaccines for the
medical treatment of aquatic animals under:

8§ 205.611 Synthetic substances allowed for use in organic aquatic animal produc-
tion.

(x) As disinfectants, sanitizers, and medical treatments as applicable.

(y) Biologics — Vaccines.

Aquaculture Working Group
George S. Lockwood
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Appendix 1
Product Bulletin

LUALITY, Theo Mook OF A Liconasd Vi coing
QEATYTY TESTEQ FEE FARITY, FOTENCY AND SAFETT

PRODUCT BULLETIN

AQUAVAC-COL®

FLAYOBACTERIUN COLUMNARE VACCINE ! AVIRULENTY LIVE CULTURE

An aid in the prevention of columnaris disease in catfish due to F. columnare infection

ADVANTAGES

» High level of protection — Significantly
protects catfish fry vacdnated 7 days post-hatch
and older against F. columnare challenge'

= Safe — Use with confidence in early-life stage
fry for early protection

« Easy to use — Compatible with modern

hatchery-management practices; may be added
to transport tanks before stocking fry

» Measurable results — Trials show fish
vaccinated with AQUAVAC-COL have a 72% better
survivability rate than non-vaccinates following
columnaris challenge

» Exclusive protection — First and only
modified-live vaccine licensed by USDA against
columnaris disease in catfish’

1 Data e fik, intervatiScharing Plough Animal Health.
7 USDAARS Agquatic Animal Bealth Resaarch Laberatory, Aubem, AL

AQUAVAC-COL contains an avirulent strain of Flavobacterium columnare.
The product has been shown to provide significant protection from disease
or wild-type isolates of £ columnare.' Use as part of a comprehensive fish
health management program.

Supplied in 10 X 100,000-dose units.

AQUACAC-COL is 2 registered trademark of Intervet Inc.  Copyright ©2009, Intervet Inc. A rights reserved. USPAH-COL-01.
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READ IN FULL

FLAVOBACTERIUM COLUMMNARE
VACCINE
Avirulent Live Culture
AQUAVAC-COL®
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SAFETY INFORMATION

Aeromonas salmonicida, Vibrio angui"arum-ordalii—salmonicida Bacterin

LIPOGEN FORTE w-11-2

TRANSPORT Avoid exposure of the goods to temperatures
REGULATIONS in excess of 30°C (86°F). Do Not Freeze.
MANUFACTURER Aqua Health Lid,

37 McCarville St.,West Royalty Industrial Park,

Prince Edward Island, Canada, C1E 2A7.
RECOMMENDED As an aid in the prevention of furunculosis, vibriosis and
USE cold water vibriosis.
PACKAGING 1000 mL or 750 mL flexible plastic intravenous-type bags

with clamp off seal and screw top cap.

METHOD OF USE

Injection - 0.1 mL intraperiteneally

APPROVAL USDA Vet. Permit No. 335 Product Code: 2138.01
Can Vet Biol Est No. 28 Preduct Lic. No: 870BA/A18.0/A8
HAZARDOQUS Bacterial endotoxin; formalin, emulsifiers
INGREDIENTS Adjuvant: pharmaceutical grade oil;
RISKS Low risk from ingestion or eye contact;
moderate risk from injection
SAFETY Avoid ingestion or eye contact.

PRECAUTIONS

If product is accidentally injected, take precautions against
localised sepsis and report the incident immediately to the
safety officer and seek medical attention without delay.

Anaphylaxis (shock) may occur in individuals hyper-
sensitive to gram-negative bacteria following accidenta
injection of product. Prior to use of the product, operators
should seek medical advice relating to the recognition and
immediate treatment in the case of anaphylaxis.
Epinephrine or an equivalent drug should be available for
immediate use following these instances.

a U) NOVARTIS company
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DISPOSAL Use the entire contents of bag when opened.
Dispose of surplus vaceine by incineration.
STORAGE Store at 2-7°C (33-36°F); DO NOT FREEZE

ACTION IN CASE OF
SPILLAGE

Mop and wash the area of the spill, dispose of product in
accordance with iocal waste disposal regulations.

FLAMMABILITY

Low risk, high ignition temperature.

HARMFUL EFFECTS
FIRST AID

EYES: Irritant/irrigate thoroughly with water.
INJECTION: Mild to moderate reaction to bacterial
endotoxin or the adjuvant, if unusual swelling or redness
occurs SEEK MEDICAL ATTENTION IMMEDIATELY.
INHALATION: None Known.

SKIN: None known/wash affected area.

ADDITIONAL Product is a formalin inactivated, whole-cell bacterin
INFORMATION containing no live organisms.
FOR FURTHER Aqua Health Ltd.
INFORMATION 37 McCarville St.
CONTACT Charlottetown, P.E.I.
Tel: (902)566-4966
Fax: (902)566-3573
DATE

September 22, 2004
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SAFETY INFORMATION

RENOGEN

W-01241

TRANSPORT Avoid exposure of the goods to temperatures
REGULATIONS in excess of 30°C (86°F).
MANUFACTURER Aqua Heaith Ltd,

37 McCarville St., West Royalty Industrial Park,

Prince Edward Island, Canada, C1E 2A7.
RECOMMENDED As an aid in the prevention of Bacterial Kidney Disease
USE caused by Renibacterium salmoninarum
PACKAGING 1000 mL flexible plastic intravenous-type bags with clamp

off seal and screw top cap

METHOD OF USE

Injection - 0.1 mL intraperitoneally

APPROVAL USDA Vet. Permit No. 335 Product Code:1K11.00
Can Vet Bio! Est No. 28 Product Lic. No: 870VB/R5.0/A8
HAZARDOUS Live Bacterial culture
INGREDIENTS
RISKS Low risk from ingestion or eye contact;
moderate risk frem injection
SAFETY Avoid ingestion or eye contact.
PRECAUTIONS If product is accidentally injected, take precautions against

localised sepsis and report the incident immediately to the
safety officer. If swelling or redness is not localised to the
area of injection, seek medical attention without delay.

Anaphylaxis (shock) may occur in individuals hyper-
sensitive to gram-positive bacteria following accidental
injection of product. Prior to use of the product, operators
should seek medical advice relating to the recognition and
immediate treatment in the case of anaphylaxis.
Epinephrine or an equivalent drug should be available for
immediate use following these instances.

a ) NOVARTLS company
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DISPOSAL Use the entire contents of bag when opened; dispose of
surplus vaccine by incineration.
STORAGE Store at 2-7°C (33-36°C); DO NOT FREEZE

ACTION IN CASE OF
SPILLAGE

Mop and wash the area of the spill, dispose of product.

FLAMMABILITY

Low risk, high ignition temperature.

HARMFUL EFFECTS
FIRST AID

EYES: trritant/irrigate thoroughly with water.
INJECTION: Mild to moderate reaction to bacteriai
endotoxin if unusual swelling or redness occurs/SEEK
MEDICAL ATTENTION IMMEDIATELY.
INHALATION: None Known.

SKIN: None known/wash affected area.

ADDITIONAL
INFORMATION

Product is a live culture formulation of Arthrobacter (sp.)
and has no known pathogenicity to target speCIes or non-
target (including human) species.

FOR FURTHER
INFORMATION
CONTACT

Aqua Health Ltd.

West Royalty Ind. Park
Charlottetown, P.E.I.
Tel: {902)566-4966
Fax: (902)566-3573

AUG 1 0 2001
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