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NRSP-7 North Central Region Report
May 18, 2015

R. W. Griffith, D.V.M., MS, Ph.D.

North Central Region Coordinator, NRSP-7

Department of Veterinary Microbiology and Preventive Medicine
Iowa State University

Ames, Iowa 50011-1250

Ph. 515-294-0902

reriffit@iastate.edu
Goat CIDR-G Effectiveness

Study data has been shipped to the FDA/CVM for comment. Synchronization efficacy looks fine but
the reproductive safety data is somewhat mixed.

Fenbendazole Target Animal Safety in Pheasants

We have received a technical section complete letter from ONADE. A paper covering this work and
the reproductive safety data has been published in Avian Diseases. An update on the efficacy
component and an environmental impact statement are needed.

Lasalocid in Pheasants Target Animal Safety

We have a technical section incomplete letter from ONADE. We were waiting on the outcome of the
fenbendazole TAS technical report before re-submitting this one. Now that the fenbendazole TAS has
a technical section complete letter, we should be able to re-submit the lasalocid study report. The work
has been published in the Avian Diseases journal.

Lasalocid in Pheasants Human Food Safety

The study protocol for the in-life phase at Iowa State was submitted from the Southern Region and we
have received protocol concurrence. The FDA had questions on the analytical method and we had
planned to complete method validation beginning in June, 2013, The method validation is on-hold
pending guidance from the FDA primarily concerning requirements for GLP studies for the MUADP,
The study itself has been given a lower priority due to lack of funding and uncertainty over GLP
issues.

Ivermectin Cattle Fever Tick Efficacy

This project is being done in conjunction with Tom Vickroy in the Southern Region and a whole host
of individuals with the Texas Animal Health Commission, the USDA-APHIS and the Cattle Fever
Tick Eradication Program as well as with Postive Feeds, Ltd. Two herds (pastures) have been totally
cleared of cattle fever ticks and additional data is continuing to be collected on pastures with low tick
burdens on which the cattle were fed the ivermectin-containing tubs. A study report covering the data
we have to date is being prepared by Dr. Matthew Messenger for submission to the FDA/CVM. The
issue of access to the right of reference from Merial is remains unresolved but Merial and Postive
Feeds, Ltd met in late April 2015 and apparently agreed to changes in terms of a contract. The
Chemistry, Manufacturing and Controls component has not been addressed.



Fenbendazole in Quail pr{ (;MWMM g QFB;‘\ = (95 PN N \>(

This is a new project. A product development meeting is planned in the near future to discuss the
studies needed for approval. .

Draxxin Efficacy in Goats

This is now largely in the hands of the FDA/CVM and Zoetis. -~ No note v e b

oo o0 ¥ e
Pregnant Mare Serum Gonadotrophin-ADR 0353 ¥ ’

A request was received to investigate the feasibility of performing studies to support FDA/CVM
approval for Pregnant Mare Serum Gonadotropin to be used as a reproductive aid in small ruminants.
A current review of the literature is being prepared with the goal of subsequently requesting a product
development conference. No further action at this point.



NRSP-7 Southern Region Report
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May 18, 2015

I. _PROJECTS

A. Lasalocid in Pheasants Target Animal Safety

We have a technical section incomplete letter from ONADE. We were walting on the outcome of the
fenbendazole TAS technical report before re-submitting this one. Now that the fenbendazole TAS has a
technical section complete letter, we should be able to re-submit the lasalocid study report. The work has
been published in the Avian Diseases journal,

Lasalocid in Pheasants Human Food Safety

The study protocal for the in-life phase at lowa State was submitted from the Southern Region and we
have received protocol concurrence. The FDA had questions on the analytical method and we had
planned to complete method validation beginning in June, 2013. The method validation is on-hold
pending guidance from the FDA primarily concerning requirements for GLP studies for the MUADP. The
study itself has been given a lower priority due to lack of funding and uncertainty over GLP issues.

Ivermectin Medicated Feed Block for Control of Cattle Fever Tick in South Texas Quarantine
Zone (ADR#352)

This project is being done in conjunction with Dr. Ron Griffith in the North Central Region of NRSP-7 and a
large group of individuals associated with the Texas Animal Health Commission, the USDA-APHIS, the
Cattle Fever Tick Eradication Program and a privately held feed company, Postive Feeds, Ltd.,
headquartered in Texas Passive exposure of cattle herds has been achieved with use of ivermectin-
containing tubs that contain a proprietary but undisciosed mixture of nutrients, minerals, other
ingredients and molasses as a taste enhancer. Field studies that have been completed in two
separate pastures have led to near complete eradication of cattle fever ticks and additional data is being
collected for cattle that are grazing on pastures with low tick burdens. A study report covering the data
we have to date is being prepared by Dr. Matthew Messenger for submission to the FDA/CVM. Work
conducted thus far at UF has continued with analytical determination of ivermectin content in samples of
medicated feed blocks. Analyses have been carried out using a modified version of the approved
regulatery method for ivermectin determination in beef liver samples. The method has not yet
undergone FDA review for concurrence. The issue of access to the right of reference from Merial is
remains unresolved but Merial and Postive Feeds, Ltd met in late April 2015 and apparently agreed to
changes in terms of a contract. The Chemistry, Manufacturing and Controls component has not been
addressed.

. NRSP-7 WEBSITE

In the time since our most recent annual program meeting in June of 2014, the NRSP-7 website was
completely reorganized and updated with a listing of all ongoing studies, completed studies and a
streamlined appearance. To date we have received no feedback as to the perceived impact from our
target audiences.

PREPARED BY: T.W. Vickroy, Ph.D.

Southern Region Coordinator, NRSP-7
Department of Physiclogical Sciences
1333 Center Drive

University of Florida

Gainesville, FL 32610-0144

Ph. 352.294.4036

vickroy@ufl.edu
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CVM Project Update Spring 2015 MUADP Meeting

Project/ INAD | EFF

Lasalocid

Pheasants

1-009096

Ivermectin block | Long-term pilot

Cattle study being
conducted by

 — USDA-APHIS

CMC incomplete

Strontinm

chloride

Salmonids

I-010536

CMC incomplete

Tulathromycin Design of

Goats effectiveness
study still

LS undetermined

Tulathromycin

Sheep

I-011513

TAS HFS ENV Comments
Study not Protocol Conc Method validation work is eligible for
accepted by CVM | 10/31/2012 MUMS grant funding.
MWMWMWWMOE& Need to validate Many of the TAS incomplete comments
nan_wg ts method and are identical to those in the fenbendazole
conduct residue TAS incomplete letter.
study
Right of reference | Right of reference | Right of reference | USDA-APHIS is compiling existing
pending pending pending effectiveness data for submission to
ONADE. Work o other technical
sections is on hold pending the right of
reference.
TAS study received OMUMS grant
funding.
Study not TS Comiplete | Recommended that Zoetis terminate the
accepted by CVM [110/15/2012 designation.
4/18/2013 — need
to respond to
comments
If HFS is to be
done, entire
animal study
needs to be
repeated

TS Compleie
1015/2012

Not planning to pursue this one.

Zoetis terminated the designation.
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