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F. NATIONAL COORDINATION
FOR AQUACULTURE
INVESTIGATIONAL NEW ANIMAL
DRUG (INAD) APPLICATIONS

ProgressReport
for the period
September 1, 1992 to August 31, 1994

FUNDING LEVEL:

SRACfunding (9/1/93-8/31/94) ........... $2,000
Total funding (9/1/92-8/31/94) ............. $35,180

PARTICIPANTS:

Michigan State University - Robert K. Ringer
and Ted R. Batterson

USDA/CSREES, Washington,DC-Henry S.
Parker

PROJECT OBJECTIVES:

1. Ensureeffectivecommunicationsamong
groupsinvolvedwithINAD applications,including
liaisonwith Canada.

2. Serveasaninformation conduit between
INAD applicants and the U.S. Food and Drug
Administration/Center for Veterinary Medicine
(FDA/CVM).

3. Champion preparation and submission of
INAD applicationshby affected groups.

4. Seek opportunities for and encourage
grouping of applications.

5. Function as an information source for
INAD applications.

6. Coordinate educational efforts as
appropriate.

7. ldentify potential fundingsourcesfor INAD
activities.

ANTICIPATED BENEFITS:

Investigation and approval of safe
therapeutic drugs for use by the aquaculture
industry isoneof thehighest prioritiescurrently
facing the industry. At present, only a few
approved compounds are available to the
industry and further development of the
aquacultureindustry isseverely constrained by
alack of approved drugs essential for treating
over 50 known aquaculturediseases. TheFDA/
CVM has afforded the aquaculture industry
throughout the U.S. with a window of
opportunity to seek approval of legal drugsto
beusedintheir production practices. The need
for additional drugsisgreat, but securing data
necessary to satisfy the requirement of FDA/
CVM for drug approval is time consuming,
costly, and procedures are rigorous. The
obtaining of drugs for legal use through the
INAD processisone method the industry can
provide FDA/CVM with data on efficacy and
also aid the producer in their production
practices.

Educating potential INAD applicantswill
save time and effort for both the industry and
FDA/CVM. A National Coordinator for
Aquaculture INADswould serve as a conduit
betweenan INAD applicantandtheFDA/CV M.
The Coordinator would help to alleviatetime-
demandson FDA staff, thusallowing moretime
to processagreater number of applications, as
well as increasing the breadth of research
endeavorswithintheindustry. Thegrouping of
INAD applicants should help to alleviate
redundancy, amalgamate efforts, and increase
theamount of efficacy data, all of which should
result in greater progress toward developing
available, approved therapeutic drugs.

PROGRESS AND PRINCIPAL
ACCOMPLISHMENTS:

In September 1992, Dr. Robert K. Ringer,
Professor Emeritusof Michigan StateUniversity,
was hired on a part-time basis as National
Coordinator for AquacultureINAD Applications.
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Dr. Ringer servedinthat capacity through August
31, 1994. He also serves as the National
Coordinator for USDA's National Research
Support Project No. 7 (NRSP-7) for Minor Use
Animal Drugs.

As National Coordinator for Aquaculture
INADsheparticipatedwithFDA/CV M ineducational
workshopsonINAD proceduresand requirements.
These workshops were conducted throughout the
U.S. and attended by several hundred within the
aguaculturecommunity. Thisincludedworkshops
held in conjunction with the U.S. Trout Farmers
A ssociation, Boston Seafood Show, and Aquaculture
ExpoV inNew Orleans. TheworkshopattheBoston
Seafood Show wasvideotaped andisnow available
on cassette from the Northeastern Regional
AquacultureCenter. Inadditiontotheworkshops,
talks were presented on aquaculture drugs at the
request of several organizations,includingtheWorld
AquacultureSociety.

Dr. Ringer also helpedinthepreparation of a
letter that FDA/CV M usedinrequesting disclosure
informationfromthosehol dingaguaculturelNADs.
Bylaw, FDA/CV M cannot releaseany information
about an INAD without such permission. Asof
September 1994, 70 disclosure permissions had
been granted. A table containing information
about thesedisclosureswasrecently madeavailable
tothegeneral public. Thisincludedthenamesand
addressesof theINAD holdersaswell asthedrug
and speciesof fishintended for useof thedrug. It
is intended that this table will be periodically
updated after additional disclosure permissions
havebeen obtained.

Every effort was made by the National
Coordinator to encourageapplicant grouping. The
Coordinator also provided to INAD applicants
specific instructions on proper procedures and
requirementsfor submitting applicationsto FDA.

It wasrepeatedly stressed to the aquaculture
community that aquacultureINADsaremerely a
stop-gap measureand effortsmust beundertaken
to support approval of new animal drugs.

WORK PLANNED:

Dependent upon adequatefinancial resources,
efforts during the next year will focus on New
Animal DrugApprovals(NADAS)foraguaculture.
A National NADA Coordinator will behiredif the
position can be supported at aminimum of ahalf-
timelevel.

IMPACTS:

Establishment of theNational Coordinator for
Aquaculture INAD applications has broadened
awareness not only of INAD procedures and
requirements but also of the need to carry
investigationsbeyondthel NAD togainapproval
of New Animal Drug Approvals.

Asaresult of this broadened awareness, the
National Research Support Program-7 (NRSP-7)
and FDA, sponsored atwo-day national workshop
Drugs in Aquaculture: Current Status - Future
Goals. This workshop was held in Bethesda,
Maryland, September 29-30, 1994. Published
proceedingsof theworkshop areforthcoming.

Because of limited funds, this position was
only supported on a part-time basis (less than
15%). Therefore, not all intended aspects of
coordination were accomplished. The Joint
Subcommitteeon Aquaculture, Working Groupon
Quality Assurance in Aquaculture Production,
which established the position, hasrealized the
benefitsof aNational Coordinator for aquaculture
drugs. That group is making every effort to
establish the position on afull-time basisin the
future.

SUPPORT:

Moniesto support the National Coordinator
for Aquaculture INADs were from a variety of
sources. Themajority of thefundswereprovided
by USDA's Office of Aquaculture ($25,500).
FDA'sOfficeof Seafood Safety provided $3,680.
Threeof the Regional Aquaculture Centerseach
provided $2,000: theNortheastern, North Central,
and Southern. Additional support for travel for
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Dr. Ringer was provided by the Tropical and
Subtropical Regional Aquaculture Center and
North CarolinaState University. Indirect support
was also provided from funds for Dr. Ringer's

activitiesasNational Coordinator forthe NRSP-7.

PAPERS PRESENTED:

Ringer, R.K. 1993. Workshop on INADs,
NADAs, and the IR-4 Project. California
Aquaculture Association, Oakland, October 11,
1993.

Ringer, R.K.1993. INAD workshop: Proper
drug and chemical useinaquaculture. 9th Annual
FloridaAguaculture A ssociation Conference, Fort
Pierce, November 6, 1993.

Ringer, R.K. 1994. National INAD
Coordinator's role in aquaculture. Aquaculture
Expo VII/Annual World Aquaculture Society
M eeting, New Orleans, January 13, 1994.

Ringer, R.K. 1994. State of current USDA
regulations on drug, therapeutic, and chemical
use. North Carolina Aquaculture Development
Conference, New Bern, February 5, 1994.

Ringer,R.K.1994. Investigational New Animal
Drugs Workshop. Tropical and Subtropical
Regional AquacultureCenter Industry Advisory
Council Meeting, Honolulu, Hawaii, March 14,
1994.
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