Medicap Pharmacy.
339 St. Patrick

Rapid City, SD 57701
October 8, 2003

Dear Dr. Stephen Sundlof, Director

Center for Vetennary Medicine:

U.S. Food and Drug Administration (HFV-1)
Rockville, MD 20855

Dear Sir,

I am extremely-concerned about the recent issuance of the-Complaince
Policy Guide for Veterniary Compounding. 1 understand that this document
disallows all compounding from bulk pharmaceutical ingredients. This is
much more restrictive than the FDA’s policy regarding compounding for.
human patients. Surely you cannot mean that pet owners nationwide will no
longer be able to get the drugs they need for their small animals. After all,
these are non-food producing animals.

For example, we compound benzodiazepine doses in fruit-flavored syrup
for birds who would otherwise pick all their feathers off. We compound
potassium bromide from bulk-in beef-flavored liquid form for dogs who
would otherwise suffer seizures.

Please withdraw this extremely restrictive Vet CPG and reissue it in draft
form. Obviously, this CPG was issued without input or comments from those
in the practice of veterinary medicine. This is in flagrant violation of the
FDA Good Guidance Practices, so please reconsider your actions.

Jo Prang, RPh /A&%, XA

VP of Operations

cc: Mark McClellan, FDA Commissioner

cc: Senator Tom Daschle, Senator Tim Johnsomn
and Rep. Bill Janklow.

cc: IACP and PCCA
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Triangle Compounding Pharmacy 213-DD Ashville Avenus Phone: OIBHGE NS0T
Cory. NC 2783). Fan: Y19-858 185

Emait: hamen@mindspriog.eom

October 8, 2003

Dr. Stephen Sundlof, Direator

Center for Veterinary Medicine

US Food and Drug Administration (HFV-1)
7500 Standish Plave

Rockville, M) 20855

Dear Dr, Sundlof;

This Jetter is in regards to the recently issved Compliance Policy Guide (CPG) on comipounding for
animals that disallaws all compounding from bulk pharmaceutical ingredients.

My pharruacy is a community based, local provider of compounded medications for both
humans and companion animals. We do not provide medications for food producing
animals. T have a number of concerns with this CPG:

+ CVM issue this Compliance Policy Guide (CPG) in final form without allowing
opportunity for comments, in violation of FDA Good Guidanee Practices,

» FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is very problematic: It is essential that phurmacists be allowed to
compound for non-food producing animals from bulk drug substances. Many of the
animals we care for arve only able te receive their medication beeause we have access -
1o bulk active pharmaceuticals, thus allowing us to prepare dosage forms and flavors
that the animais will accept.. If we canpot prepare appropriate dosage forms for
birds, cats and dogs, these animals may have to go without their medicine.

1 would ask that the FDA withdraw this CPG and reissue it in draft form to allow.

pharmacists, veterinarians and patients to comment on its provisions before it is
implemented.

Sin rcl, ) 7
"‘r%"" yi 7
/4’

Joc Cabateiro R.Ph,

cc: Sen. John Edwards, Sen. Elizabeth Dole, Rep, David Price, Mark McClellan, MD, Ph.D,
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The Medicine Shoppe Pharmacy

David Hilton, Owner/Phanmacist Telephone {423} 547-0696
625 West Elk Avenue Fax (423) 547-9147
Elisabethton, TN 37643

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.8. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dr. Sundlof,

I am writing to inform you that the recent issuance of the Compliance Policy Guide on
Compounding for animals, that disallows all compounding from bulk pharmaceutical
ingredients is without merit-and unfair to Pharmacist's rights. First-of all, CVM issued
this Compliance Policy Guide (CPQ) in final form without allowing opportunity for
comments, in violation of FDA Good Guidance Practices.. Many requirementa of this
CPG are extremely problematic and deserve a comment period before being put into
effect. Secondly, FDA's prohibition in this CPQ egainst compounding from bulk active
pharmaccuticals is extremely problematic. It is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances. And finally,
this appears to be the lateat in an ongoing mission by the FDA to deprive the right of
Pharmacists to compound and patient’s the right to choose compounding, a very
disturbing thought.

I am asking the FDA to withdraw the CPQ and reissue it in draft form to allow for
pharmacists, veterinarians and patients to comment on its provisions before it is
implemented.

Sincerely,

David Hilton, D.Ph.
Medicine Shoppe Pharmacy
625 West Elk Avenue
Elisabethton, TN 37643
423.547.0696
fax: 423.547.9147

0 .COITl

cc: Mark McClellan, FDA commissioner
Rep. William Jenkina (R-TN 1%)
Senator Lamar Alexander (R-TN)
Senator Bill Frist (R-TN)
IACP



September 10, 2003

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine..

U.S. Food and Drug Administration(HFV-1)
7500 Standish Place:

Rockville, MD 20855

Dear Dr. Stephen F. Sundlof;-

1 am writing to convey my concerns with the recent Compliance Policy Guide(CPG)-
issued that threatens our ability to compound many products for veterinary patients. CVM
issued this CPG in final form witheut allowing opportunity for comments, in vielation of
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
and deserve a comment period  before being put inte effeet.

FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. Itis essential that pharmacists be allowed: to .
compound for non-food producing animals, as well as veterinarians to write prescriptions
that require the use of bulk drug substances.- Working as a veterinary technician 1 have.
witnessed very success outcomes with our doctor's having the choice to write prescriptions
requiring the use of drugs that come from bunlk drug substances. If this Compliance Pelicy
Guide is passed it would prove to be unjust to not only our veterinarians and pharmicists
but most of all our patients.

I want to ask FDA to withdraw-the CPG-and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,

Frie It inive S

Eric T. Remines
Veterinary Technician
1575 Knollwood Drive-
Mobile, AL 36609-2555
(251)753-9878

cc: Mark McClellan, FDA Commisioner

cc: Representative Jo Bonner

cc: Senator Jeff Sessions

cc: Senator Richard Shelby-

cc: International Academy of Compounding Pharmacists



L P 2 REYES] I T r-’-

September 10, 2003

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine -

U.S. Food and Drug Administration(HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Stephen F. Sundlef;

I am writing to convey my concerns with the Compliance Policy Guide(CPG) issued-
that threatens our ability to compound many products for my veterinary patients. CVM
issued this CPG in final form without allowing epportunity for comments, in violation of -
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
and deserve a comment period before being put inte effect:

FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematie. It is essential that pharmacists be allowed to-
compound for non-food producing animals, as well as veterinarians to write prescriptions
that require the use of the bulk drug substances in question. Many of our non-food
producing patients have been successful with the use of their compounded medications
which come from bulk drug substances. I this Compliance Policy Guide is passed it would®
prove to be unjust to our patients.

1 waat to ask FDA to withdraw the CPG and reissue it in draft form to allow for..
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,
J
C(/jwm; ? &%WM
Tammy R. C
Compounding Pharmacy Technician
Heritage Pharmacy
1507 Springhill Avenue-

Mobile, AL 36604
(251)432-0718

cc: Mark McClellan, FDA Commisioner-

cc: Representative Jo Bonner

cc: Senator Jeff Sessions

cc: Senator Richard Shelby

cc: International Academy of Compounding Pharmacists-
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BLOOMING GROVE PHARMACY

1200 ROUTE 208, SUITE #1_
MONROE, NEW YORK 10950
(845) 782-2260
IACP
To Whont It May Conce
Weiare concerned t the Compliance Policy Guide concerning

compounding for animals from bulk pharmaceutical ingredients. The CPG was.
issued in final form withogt any opportunity for comments.
It iy important for pharmacists to be allowed to compound for non-food
k drug substances. Compounding is a normal.
Kice. It is very helpful for patients when the dose or
is not commefcially available. The cost to the patients’ owners is

: sier for the owners to administer to their pets.
Bat the F.D.A. withdraw the CPG and reissve it draft
form to aflow for commengs before implementation.

cc: Mari McClellan, FDA
cc: Senatpr Hillary Clintg

cc: Representative Sue K@ty
cc: TACH I
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(301) 827-4401
October 10, 2003

L

Stephen F. Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place '
Rockville, MD 20855

Dear Dr. Sundlof:

As a compounding pharmacist | routinely compound medications for-
several ill dogs and cats. | have several concerns with the Compliance Policy
Guide as listed below.

1) The Center for Veterinary Medicine issued the Guide in final form

without allowing opportunity for comments, which is in violation of FQA
Good Guidance Practices. Many requirements of this CPG are
extremely probléematic and deserve a comment period before being put-
into effect.

2) FDA'’s prohibition in this CPG against compounding from buik active
pharmaceuticals is-extremely problematic. It is essential that
pharmacists be allowed to compound for non-food producing animals -
from bulk drug-substances..

Please withdraw the CPG and reissue it in draft form to allow pharmacists,
veterinarians, and patients o comment on-its provisions before it is implemented.-

Sincerely,
Yookl o

Terry Purcell, R.Ph.
Pharmacy Manager-

Both Worlds Pharmacy

2183 West Green Oaks Blvd.
Arlington, Texas 76013

(817) 451-50Q3

(817) 451-5393 Fax
tpurcell@bothwordsrx.com.

cc: Mark McClellan, FDA Commissioner

cc: Kay Bailey Hutchison, Senator

cc: John Cornyn, Senator

cc: Joe Barton, Representative -

cc: International Academy of Compounding Pharmacists

817=454-5003 - FAX 817-251-5393 - TOLL FREE 800-248-0352 + TOLL FREE FAX 800-747-0448
2183 W_ Green Oeks Bhd., Aringtan, TX 76013 - www.balhworldarx.com



Both Worlds
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Submitted Via Fax
(301) 827-4401
October 10, 2003

Stephen F. Sundlof, Director

Center for Veterinary Medicine.

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundl?f:

As a compounding pharmacist | routinely compound-medications. for
several ill dogs and cats. | have several concerns with the Compliance Policy
Guide as listed below. -

1) The Center for Veterinary Medicine issued the Guide in final form

without allowing opportunity for comments, which-is in violation of FDA
Good Guidance Practices. Many requirements of this CPG are ‘
extremely problematic and deserve a comment period before being put
into effect.

2) FDA's prohibition in this CPG against.compaunding from bulk active
pharmaceuticals is extremely problematic. It is essential that
pharmacists be allowed to compound for non-food producing animals .
from bulk drug substances.

Please withdraw the CPG and reissue it in draft form-to allow pharmacists,
veterinarians, and patients to comment on its provisions before it is implemented.

Sincerely,

Qehand 2ath

Stephanie Erwin

Doctor of Pharmacy

Both Worlds Pharmacy — Pharmacist in Charge
2183 West Green Oaks Blvd

Arlington, Texas 76013,

(817) 451-5003
(817)451-5393 Fax..
serwin@bothworldsrx.com

cc: Mark McClellan, FDA Commissioner

cc: Kay Bailey Hutchison, Senator

cc: John Cornyn, Senator

cc: Joe Barton, Representative

cc: International Academy of Compounding Pharmacists.

817-451-5003 + FAX 817-451.5393 - TOLL FREE 800-248-0352 - TOLL FREE FAX um-u'bogao
2183 W Green Oaks Bivg, Ariingten. TX 76013 - vaww bothworldsrn.com



N
‘ Professional Arts Pharmacy-
Prescription Compounding Specaalist -

Eric Vidrine, PD FA.C.A  Mandie Romero, PD.
Germame Robinsom, R Ph David Mayer. P12
Keun LaGrange, R Ph - Lynn Darby, P 1.

Dr. Stephen Sundlof, Director October 10, 2003
Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1).

7500 Standish Place

Rockville, MD. 20855

Re: Veterinary Compounding CPG.
Dr. Sundloff,

I am responding to the FDA’s Center for Veterinary Medicine’s recent decision to issue a.
Compliance Policy Guide (CPG) on compounding for animals that disallows
compounding from bulk pharmaceutical ingredients. The veterinary pharmaceutical
industry is very underserved and this restriction would further diminish the ability of
Veterinarians to customize their patient’s care. In addition, this guidance was issued in.
final form without allowing a comment period, in violation of FDA’s Good Guidance
Practices.

Veterinarians often call on compounding pharmacist to customize medications with .
special strengths, dosage formus, concentrations and even flavors, which are not available
commercially. While these cases are the exception, they arc vital to- veterinary patient
care. If pharmacists are not allowed to use bulk chemicals for compounding for animals,
veterinarians will be unable to treat patients that require specialized or discontinued
medications.

The decision to issue the Compliance Policy Guide that disallows compounding from .
bulk pharmaceutical ingredients is misguided and should be withdrawn and reissued in
draft form to allow phanmacist, veteriparians, and their chents to comment on its
provisions before it is implemented.

Respectfully yours,
/ ’
(-(’I,/a/,,-/ h—-—f

Eric Vidrine, PD, FIACP, FACA.

cc Mark McClellan, FDA Commissioner: Senator John Breaux:-Senator Mary Landreiu:
Congressman Chris John, IACP

620 Guilbeau Rd,, Ste. A - Lafayette, LA 70506 - Ph. 337.991.0101 1-688-237-4737 ~ Fx. 3379910151

Customized Dosing - Transdermal Gels + Narural Hormone Replacement - Discontinued Formularions - Pain Management Medications
Prestrf'auvefrcc Medications + Sustained Release Capsules - Urological Medications + Dermatological Specialties
‘ Flavor Specializatian - Custom Nebulization Solutions - Medicated Lolkipops « Dental Preparations - Veterinary Specialtics~



October 10, 2003

Dr: Stephen K. Sundlof, Director
Center for Veterinary Medicine
~U.S. Food and Drug Administratien(HFV-1)
7500 Standish Place
Rockville, MD 20855

Dear Dr. Stephen F. Sundlof,

1 am writing to convey my concerns with the Compliance Policy Guide(CPG) issued
that threatens my ability to compound many products for my veterinary patients. CVM
“issued this CPG-in final form without allowing spportumity for comments, in violation of
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
-and deserve a comment period before being put into effect.

FDA's prohibition in this CPG against compounding from bulk active
" pharmaceuticals is extremely problematic: It is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances.

"1 want to ask FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,

/ .
”acf/ ‘f%%iﬁjp Kafqi'
"Kathy Hm's;; 'R Pl-;::1

Heritage Pharmacy
1507 Springhill Avenue

Mobile, AL 36604

(251)432-0718

“ce: Mark MeClellan, ¥DA Commisioner
cc: Representative Jo Bonner
“ex; Senator Jeff Sessions
ge: Senator Richard Shelby
“ce: International Academy of Compounding Pharmacists
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. Dr. Stephen Sundlof, Director (FAX 301-827-4401)
‘Center for Veterinary Medicine
. U.S. Food and Drug Administration (HFV-1)

7500 Standish Place
Rockville, MD 20855

Dear Dr. Sundloff;

The Center for Veterinary Medicine issued this Compliance Policy Guide (CPG)
in final form without allowing opportunity for comments and I believe that this is
in violation of FDA Good Guidance Practices. Many requirements of this CPG are
complicated and really deserve a comment period before being put into effect.

- The FDA's prohibition in this CPG against compounding from bulk active

pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug
substances.

. Often, veterinarians use human medications to treat pet problems. When the

buman dose is not suited for an animal or when the human version is removed

. from the market (sometimes for health reasons and sometimes for economic

reasons), the pharmacist is.called upon to make a treatment from bulk materials.
This CPG threatens to deny veterinarians their right and duty to prescribe the
treatment they deem best for their patients.

I am asking the FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,

i

Patricia A. Frieders, R.Ph.
The Compounder

. 575 W. Illinois Ave.

Aurora, IL 60506

. 630-859-0333 FAX 630-859-0114

Larry@theCompounder.com

‘ee: Mark MeClellan, FDA Commissioner (FAX 301-443-3100)

Senator Dick Durbin (FAX 202-353-0150)

‘Senator Peter Fitzgerald (FAX 202-228-1372)
Representative J. Dennis Hastert (FAX 630-406-1808)
IACP (FAX 281-495-0602)

W 1ZII11 £8eZ-12-130



Dr. Stephen Sundlof, Director (FAX 301-827-4401).
Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)

7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundloff;

The Center for Veterinary Medicine issued this Compliance Policy Guide (CPG)
in final form witbout allowing opportunity for comments and 1 believe that this is
In violation of FDA Good Guidance Praetices: Many requirements of this CPG are
complicated and really deserve a comment period before being put into effect.

The FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug ‘
substances.

Often, veterinarians use buman medications to treat pet problems, When the
buman dose is not suited for an animal or when the human version is removed
from the market (sometimes for health reasons and sometimes for economic
reagons), the pbarmacist is called upon to make a treatment from bulk materials.
This CPG threatens to dény veterinarians their right and duty to preseribe the
treatment they deem best for their patients.

I am asking the FDA to withdraw the CPG and reissue it in draft form to allow for

pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,

575 W. Illinois Ave.

Aurora, IL 60506

630-859-0333 FAX 630-859-0114
Larry@theCompounder.com

cc: Mark McClellan, FDA Commissioner (FAX 301-443-3100)
Senator Dick Durbin (FAX 202-353-0150)
Senator Peter Fitzgerald (FAX 202-228-1372)
Representative J. Dennis Hastert (FAX 630-406-1808)
IACP (FAX 281-495-0602)



Dr. Stephen Sundlof, Director. (FAX 301-827-4401)
Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1).

2500 Standish Place

Rockville, MD 20855

Dear Dr. Sundloff;

The Center for Veterinary Medicine issued this Compliance Policy Gnide (CPG)
in final form without allowing opportunity for comments and I believe that this is
in violation of FDA Good Guidance Practices: Many requirements of this CPG are
complicated and really deserve a comment period before being put into effect.

The FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug
substances.

Many dogs, for example, have seizure problems that have traditionally been
treated with phenobarbital. There is a strong body of evidence that long term use
of that drug does serious damage to the liver. Using potassium bromide also
relieves seizures but does not damage the liver, Untold numbers of pets would be
denied this helpful treatment if this CPG is enforced.

I am asking the FDA to withdraw the CPG and reissue it in draft form to allow for

pbarmacists, veterinarians, and patients to comment on its provisions before it is -
implemented.

Si ly,) p /‘ —

: €
Lydia/J. Lesniak, Technician-

The Compounder

575 W. Illinois Ave.

Aurora, IL 60506

630-859-0333 FAX 630-859-0114
Larry@theCompounder.com

cc: Mark McClellan, FDA Commissioner (FAX 301-443-3100)
Senator Dick Durbin (FAX 202-353-0150)
Senator Peter Fitzgerald (FAX 202-228-1372)
Representative J. Dennis Hastert (FAX 630-406-1808)
IACP (FAX 281-495-0602)



October 21, 2003

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration(HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Stephen F. Sundlof,

1 am writing to convey my concerns with the Compliance Policy Guide(CPG) issued
that threatens my ability to compound many products for my veterimary patients. CVM
issued this CPG in final form without allowing opportunity for comments, in violation of
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
and deserve a comment period before being put into effect,

FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances.

I want to ask FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Terry T. Parker, Pharmacy Technician
Heritage Pharmacy

1507 Springhill Avenue

Mobile, AL 36604

(251)432-0718

ecc: Mark McClellan, FDA Commisioner

cc: Representative Jo Bonner

cc: Senator Jeff Sessions.

ce: Senator Richard Shelby

cc: International Academy. of Compounding Pharmacists



October 21, 2003

Dr. Stephen F. Sundlef, Director

Center for Veterinary Medicine

U.S. Food and Drug Admniinistration(HIFV-1)
. 7500 Standish Place

" Rockville, MD "20855

- Dear Dr. Stephen F. Sundlof,

I am writing to convey my concerns with the Compliance Policy Guide(CPG) issned
that threatens my ability to compound many products for my veterinary patients. CYM
issued this CPG in final form-without allowing opportunity for comments, in violation of
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic
and deserve a comment period béforre being put inito effect.

FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. I¢ is essential that pharmacists be allowed to
compound for non-food producing animals from bulk drug substances.

T want to ask FDA to withdraw the CPG and reissue it in draft form to allow for -
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,
s

Jean Lott, Store Clerk

" Heritage Pharmacy
1507 Springhill Avenue
Mobile, AL 36604
(251)432-0718

cc: Mark McClellan, FDA Commisioner

cc: Representative Jo Bonner

cc: Senator Jeff Sessions

cc: Senator Richard Shelby

cc: International Academy of Compounding Pharmacists
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Dr. Stephen Sundlof, Director (FAX 301-827-4401) -
Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1)

7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundloff;

The Center for Veterinary Medicine issued this Compliance Policy Guide (CPG)
in final form without allowing opportunity for comments and I believe that this is
in violation of FDA Good Guidance Practices. Many requirements of this CPG are
complicated and really deserve a comment period before being put into effect.

The FDA's prohibition in this CPG against compounding from bulk active -
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug
substances.

Many dogs, for example, have seizure problems that have traditionally been
treated with phenobarbital, There is a strong body of evidence that long term use
of that drug does serious damage to the liver. Using potassium bromide also
relieves seizures but does not damage the liver, Untold numbers of pets would be
denied this helpful treatment if this CPG is enforeed.

I am asking the FDA to withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented.

Sincerely,
wrence eders, R.Ph..
The Compounder

575 W. lllinois Ave.

Aurora, IL 60506

630-859~0333 FAX 630-859-0114,
Larry@theCompounder.com

cc: Mark McClellan, FDA Commissioner (FAX 301-443-3100)
Senator Dick Durbin (FAX 202-353-0150).
Senator Peter Fitzgerald (FAX 202-228-1372)

Representative J. Dennis Hastert (FAX 630-406-1808).
IACP (FAX 281-495-0602)



Dr. Stephen Sundlof;.

Director Center for Veterinary Medicine
U.S. Food and Drug Administration (HFV-1).
7500 Standish Place

Rockville, MD 20855

I am a third generation pharmacist and I love compounding. My.
veterinary patients are very dear to me and require my services in order to
continue with a good quality of life. When 1 heard what was happening I was.
shocked. Why would the government restrict pharmacists from helping patients?
When I was back in pharmaey-school, - I took ar oath. Part of-that oath was to.
provide the best care possible to my patients. In order for me to compound the
best possible prescriptions for my-patientis, I need to have aecess and the ability.
to use bulk pharmaceutical grade chemicals. Restricting me from using these
would not only decrease the quality of some compounds, it would make other..
compounds impossible to make. There are numerous compounds that we make
for animals where a commereial product is not available in any form. If vou could
show me that we, as compounding pharmacists, are causing more harm than
good by compounding with bulk chemicals, I will listen-and do what is best for
my patients. Otherwise, this new ruling would be a tragic mistake costing many
animals the quality of life thev have now.

1 am truly disgusted that CVM issued this Compliance Policy Guide (CPG)
in final form without allowing opportunity for comments; in vielation of FDA_
Good Guidance Practices. Many requirements of this CPG are extremely
problematic and deserve a comment period before being put into effect. In order
to serve the publics best interest, and for the benefit for the health and wellness
of the animals in question, the FDA should withdraw the CPG and reissue it in
draft form to allow for pharmacists, veterinarians, and patients to comment on its
provisions before itis implemented.

//,/— /,,""W/ ~
[

Jeff Carson R.Ph.
Oakdell Pharmacy
7220 Louis Pasteur.
San Antonio, TX 78229
210-614-62Q0

cc: Mark McClellan, FDA Comrnissioner
ce: JACP
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o Roci:vnie, Mb 20855
. Dr. Sundloﬁ

. for animals is a major step backwards. mewnmmmlymlaiedwmeuseofbulkchmlsfornon-food

nonsenﬂmlandnnenfotwnbhtben, andmsull today.

. Sincere_ly, )

PO Box1412 ,
, W1 54568 -

Tol Free 800-326-7060

The rwem issuance of the I-‘DA Compllance P‘ohéy Gmdelme restnctmg the use of bulk chemmls for eompotmdmg \:\ o

pmdnmganmmls,ﬁmtls.pm

Asyoumm:dnspmhbmomsastepbackwardsmmetoﬂleamquatedstandardsoftheFDApnortotbe ~
FDA Modernization Act of 1997. Pnortoﬂnslaw,wcwerefncedwnh the same prohibrnons which were

We have no pmblcm wuh the FDA' wanting to control the mm)ductwn of mappmved drugs into the food clmm.
However, the reality is that bulk chemicals are vitally necessary in the practice of pharmacy. Compounded
‘prescriptions for an individual patient are offen préscribed due to unavailability of a suitable manifactored dose.
Sometimes the Wmmmaldosehasbeendlswntlmedﬁxeconmnm(NOT safety)rcasonsbyﬂlemanufacnn'er
The ONLY option is the compomdmg of the prescription from bulk chemicals.

o feen

This reahty s recogmud and allowed (albeltrelnctanﬂy)bythe FDA for human patients. We are in complete
compliance with ALL regulations when we receive a prescription from a MD, and then compound a prescription for -
a human patient. However; inder the current CPG, we are not in compliance whet we receive a prescription from a”
veterinarian and compouni a prescription for a pet using the same chemical. For example, We can compound 2
suspension of metronidszole (from bulk powder) for a child but cannot for a dog.

Does this make any sense? WehaveoverISOOOVetermamnsnndSOOOOpetownmwhowmddarguethatthese
medications aré necessary. All have used our services for medicitions tmavailable if not compounded from bulk ’
chemicals. Should T ask them to contact you? Is this just another regulation that is on the books, but no one plans to’
ever enforce, Jusnouscasathreatatsomcpomtmﬂ'teﬁmu‘e? lsthlsanotherbackdoorattempttohmnthe
legltnnate]ncbceofpresmphoncomponndmg?

Itlsevxdent (from the previous passage of the FDAMA 1997) that the legislature wantstheFDA to NOT lnfﬂngeon
ourabdnytopracuoephmmacy~mcludmgthecompomdmgofmedwnuonsonaprescnpt:onbasu 1 urge you to coe
remove the provision in the CPG related to the use of butk chemicals for nonfood producing animals. The removal R
of this incousistency will prevent the loss of high-paying jobs and have absolutely NO effect on the safety of the R,
food chain. ‘

Randy Reek

President

CC. Senator Herb Kohl, Senator Russ Feingold, Representative Mark Green
MNark- Me, & lellan , DA
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Dr. Stephen Sundlof, Director October 2, 2003
Cepter for Veterinary Mcdicine.

U.S. Food and Drug Administration (HFV-1)

7500 Standish Place

Rockville, MD 20855

Dr. Sundiof,

1 am writing to cxpress my concern (or the recently issucd Compliance Policy Guide (CPG) by the FDA Center fos.
Veterinary Medicine (CVM). As i stands, this puideliné will-prove to bevery dotrimental to the health and weltire of
many peis and aniimals.

The CVM is in violation of FDA Good Guidance Practices by issuing this CPG in fingl form without stfowsng the
opportunity for comments. Many of the requirements of this CPG are extremely problematic and descrve a comment
period before being put into eflect.

The FDA’s prohibition in this CPG against compounding veterinary modications from bulk active pharmaceuticals is
cxtremely probicmatic in that many quality compounds can come only from using bulk pharmaccuticals,

In our practice, the compounding of pharmaccuticals 1o mect the speeific nceds of individual patients s crucial,
Without thesc medications, the guality -of life for many family pets will falter. Some of the conditions for which we
provide compounded medications include: scizure control, mappropriate spraying/wetting, hypestension,
hyperthyroidism and diabetcs. Without the ability 1o compound with purc bulk chemscals. the very lives of several
pcts and ammals wall be at stake.

As you know. a family pet is more than a mere animal. A pet is a part of the Rumnily and deserves the same respect and.
carc as any other family member.  For some peapie, theis pets arc the only family they have left, and it is up to the
medical community to make sure that measurcs arce in place 10 ensure proper medical care wathout hindrances from.
faulty legislatures.

1 implore the FDA 10 withdraw the CPG and reissue it in drafl form to allow for pharmacists, veterinarians and psl
owncrs 1o comment on its provisions before it is implemented.

Sincerely,
é})b\ ,,)[/QL{,L (':/()l[
m Bouom RPh.

cc: FDA Commussioner Mark McClelfan, MD, PhD
Senator Kay Bailey Hutchison
Scnator John Cornyn
Representative Pete Sessions
International Academy of Compounding Pharmacists (IACP)

8220 Abrams Roud
Dallas, Texas 7.‘;?\31
Phoac: 214-345-8000
Toll Free: H00-458-0804
Fax: 214-341-7966__



4750 Cascade RD,, S.E. * Grand Rapids. MI 49546
Phone: 616-374-9792.¢ Fax; 615-464-3469 » www.keystonerx.com.

Specializing In Your Health —— —

October 10, 2003

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine.

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundqu,

I am a compounding pharmacist in Grand Rapids, Ml. My practice specializes; among-
other areas, in the treatment of animals and animal diseases. Many of these animal '
patients and their owners will be unable 1o continue to receive their medications if the-
Center for Veterinary Medicine (CVM) Compliance Policy Guide (CPG) is allowed to
become law. The FDA has long recognized custont compounding for human patients:
on the order of a physician’s prescription as part of the customary practice of
pharmacy. Why has the FDA taken a more restrictive stance on veterinary
compounding than on human compounding?

This policy is troubling because first of all because the CVYM issued this CPG in final
form without allowing oppeortunity for comments, .in vielation of FDA Gaod Guidance -
Practices. Many requirements of this CPG are extremely problematic and deserve a
comment period before being-put into effect.

The FDA's prohibition in this CPG against compounding from bulk active
pharmaceuticals is m&t problematic. It is essential that pharmacists be allowed ta-
compound for non-food producing animals from bulk drug substances. Compounding
from FDA approved commercial products often presents a difficulty because the-

excipients used in the commercial product are unacceptable in taste or texture to the .
animal or provide so much bulk to the.compound that it capnot be successfully made.-

if this CPG is implemented, what can we do for a pet rat that had her nose accidentally
broken when her owner shut it in the doot? Try-ta force it to take over the counter- ,
ibuprofen or start with a custom compound that the pet wiil take without further trauma.

How about the cat whom the owner cannot give a pill? Should this animal be forced to
spend weeks in an animat hospital so that a technician can give the cat its daily meds,
or should my pharmacy be allowed to compound a pleasant tasting compound for the
cat (triple fish based, for example) that the owner can-easily administer? In many
instances, we can make a transdermal gel which allows an even less traumatic means .




of administering medications to animais.

We have literally hundreds of examples in my practice alone-where compounded.
medications using bulk substances have not only improve the quality of the animals
lives,-but in some instance, have saved the animals from deatiy.

| am asking that the FDA-withdraw the CPG and reissue it in-draft form to-allow._
pharmacists, veterinarians, and patients to comment on its provisions before it is

implemented.

Thank you for your consideratiqn,

David J. Miller, R.Ph., Ph.D.
Pharmacy Manager and Chief Formulation Scientist

djm/DJM

CC: Hon. Tommy G. Thompson, Secretary-Department of Health and Human.
Services
Mark McClellan, MD; Ph.D., FDA commissioner.
Senator Carl Levin, Michigan
Senator Debbie Stabenow, Michigan-
Rep. Vermon Ehlers, Michigan's 3" District
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Alan M. Weissman, Pharm. D.
Compounding Pharmacist
64 Four Seasons Center, Chesterfield, MO 63017
Oiive & Woods-Mill

October 1, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine Shoppe.
U.S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundqu:

I am writing re: the new Compliance Policy Guide (CPG) just relcased in final form from-
the FDA in violation of FDA’s Good Guidance Practices. The new CPG did not allow
for comments from affected individuals (phannacists, veterinarians-and pet owners).

The CPG 1s especially problematic for the non-food producing animals that are the
entirety of my veterinary phanmacy practice: It is essential that I be-able to compound.
from bulk compounds. This restriction would make the provision of many therapeutic
compounds unavailable to patients.

For example, for cats I have prepared Diltiazem in a Transdermal gel that is placed in the
non-hairy area of the cats ear for treatment of cats with Supraventricular.
Tachyarrythmias, Hypertrophic Cardiomyophathy, and /or Hypertension. This gel could
NOT effectively be made from “ground up” Diltiazem tablets due to-the fillers; binders.
and dyes in the commercial tablet. This compound is easily made from bulk drug
pow?cr.

Similarly, Methimazole Transdermal gel for cats is another compound that could NOT

cffectively be made from “ground up™ Methimazole tablets due to fillers, binders and
dyes in the commercial tablet.

There are many other similar examples of compounds that would not be able to-be.
compounded without the use of bulk powders.

I request that the FDA withdraw the CPG and reissue it in a draft form to allow for

phmnacists, veterinarians and pet owners to comment on its provisions before it is.
implemented.

“ We are your Problem Solving Pharmacy.”

21
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Dr. Stephen Sundlof Page 2 October 1, 2003

if yon have any questions regarding theimpact of this CPG on my veterinarian ~paﬁths
please do not hesitate to contact me.

Sincerely yours,

Alan M. Weissman, Pharm.D.
Compounding Pharmacist

Fax: (314) 579-92060

Email: sticompounder(@act.com

cc: Mark McClellan, FDA .Cemmxsswqcr’ i0
cc: Todd Akin, Representative

cc: Jim Talent, Senator.

cc: IACP



(e

Comimercially unavailable injections, no longer available through U.S. manufacturers

‘hi Commercially unavailable cye and ear preps, i.2. cephazolin, amphotercin, miconazole,
clotrimazole, ketaconazole, vancomycin, ceftazadine.

Thave asked our local vets to send letters to you also. 'We are also-informing theresponsible
partigs for our animal paticnts suggesting they contact you. [understand that this particular CPG
wis issued without the required hearings. ‘T ask that you retract the current CPG and re-introduce
4t in draft form with the appropriate hearings occurring. Compounding for animals is a fantastic
patient service. It would be a shame to make it not available,

Barry| Smith, Pharm'D
-Compounding Pharmacist

“Cc: FDA Commisioner Mark McClellan, MD, Ph.D.
Sienator Diana Feinstein

Senator.Barbara Boxer

IACP

’
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Dr. Stephen Sundlof, Directer Shawn Needhanm-

Center for Veterinary Medicine 903 S. Ironwood Dr.
U.S. Food and Drug Administration (HFV-1) Meoses Lake WA 98837
7500 Standish Place (509)764-2314
Rockyville, MD 20855 mlrx@genext.net

Dear Dr. Sunqlof:

The U.S. Food and Drug Administration (FDA) Center for Veterinary Medicine
(CVM) recently issned a Compliance Policy Guide {CPG) on compounding for animals
that disallows all compounding frony bulk pharmaceutical ingredients, a standard that is-
much more restrictive than FDA’s policies governing compounding for human patients.
Many requirements of the-CPG are problematic and deserve a comment period-before
being put into effect.

The FDA’s prohibition in this CPG against compounding from bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be allowed to.
compound for non-food producing animals from bulk drug substances.

For example, I compound prescriptions of potassium bromide for dogs to-prevent>
seizures. Veterinarians use this as a second line agent in combination with other agents
after the commercially avatlable alternatives have-been-tried. There-is no-comnmercrally
available potassium bromide. 1 would hate to see owners have to watch their dog be ina
seizure (some upto 1 hour at a time), and possibly get brain damage or have to be put to
sleep, because of this new guideline.

Compounding is essential for veterinary medicine since the size of animals range
from a 1 pound bird with pneumenia to 2. 1500 pound horse with Cushings disease.
Without bulk drug substances, I could not help these animals. The commercial drug
manufacturers cannot aiways help these animalis because of the small numbers of them so
it is not economically viable for them.

Compounding for animals, is a long time pharmacy tradition, please do not take
away the ability of pharmacists to-help animais, Please withdraw the CPG and reissue in-
draft form to allow veterinarians, patients and pharmacists the chance to comment, before:
it is implemented.

5
Sinc?y: ; ’

Z
‘S/h;wn Needham, Compounding Pharmacist
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42 Timber Lane, South Burlington, VT 05403
Phone" 802-864-0812 Toll-Free: 800-928-1488 Fax 802-860-1489

ema maifScusiompshop.eom  Web: www customixshop com

09/30/03
Dear 1ACP,

Here is a copy of the letter that I sent to Dr. Sundloff, Commissioner MceClellan, our Vermont Representative Bemard
Sanders and our Senators James Jeffords and Patrick Leahy.

I am a compounding pharmacist and prepare a few veteninary compoumded prescriptions every day, mncluding some that are.
life sustaining, for our clients’ non-food use pets. I am wrnting to ask for your help in changing FDA’s recent Comphance
Policy Guide that prohibits the.use of bulk compounding powders in prescriptions.

We prepare customized prescriptions for individual animals prescribed by their veterinarian. I work very closely with the
local veterinarians and know many of them on a personal basis. We do not manufacture large amounts of product to sell.at.
wholesale or to clients that we don’t have a relationship with. We use bulk drug compounding powders that are of
pharmaceutical quality equal. to.or higher than thal required for human use.  That 1s, they are lested and provided Lo me. with.
certificates of analysis demonstrating that they meet USP (United States Pharmacope:al) standards. Occasionally we use
NF powders, meeting National Formulary standards, which is-only a difference of semantics and are of equally hugh

quality. Rarely, there are vetermary drugs that do not have a USP/NF monograph. In that case we use drugs meeting the
American Chemical Sociely (ACS).standards or other standards such as the British Pharmacopeia. Very rarely there 1s.no
standard available, but again, we only buy drugs from compounding wholesalers who can provide us with a vahd certificate
of analysis demonstrating purity.

FDA’s recent compounding Compliance Policy Guide (CPG) restricts us from using-bulk powders for compounding.
Instead we would be forced to use only veterinary or human approved tablets, capsules, elixirs, etc... to compound. The
problem with this is that these approved products contain inactive ingredients that make compounding difﬁcult\ or
impossible.

For example, I make chewy cat treats for-}-cat that contain atenolol-6.25mg- The-cat is very finicky and the treat is about
1/4 the size of a dime. 1 use atenolol, USP powder and can disguise it in the treat However, if 1 were forced to use
atenolof tablets 1t would be difficult to incorporate the tablet into the treat. 'Fhis-atenolel powder meets the same USP
standards that are required for the drug m the tablet, but the CPG would force me to use the tablet and not the powder. This
medication 1s necessary for this cat with a cardiac conchtion to hive-and if | had to use the tablets ] would not-be able to..
disquise the drug in the treat. This is just one example of how difficult the CPG would make it to serve veterinary patients

CVM issued this Compliance Pohcy Guide 1n final form without allowing oppertunity for comments; in violation of FDA
Good Guidance Practices. Many requirements of this CPG are extremely problematic and deserve a comment period before
being put mto effect.

FDA's prohibition in this CPG against compounding from bulk active pharmacenticals is extremely problematic It is
essential that pharmacists be allowed to compound for non-food producing ammals from bulk drug substances.

T am requesting your assistance in withdrawing the FDXA’s CPG and reissuing it in draft form to allow for pharmacists,
veterinarians, and patients to comment on it’s provisions before 1t is implemented. If you have any questions, feel free to
contact mc.

Very Sincerely, Enc Brewer

Cc: Mark McClelian, FDA Commissioner; Senator Pairick Leahy; Senator James Jeffords; Representative Bernard Sanders;
IACP
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1 OCTOBER 2003

Stephen F. Sundiof, Director

Center for Veterinary Medicine.

U.S. Food and Drug Administration (HFV-1)
7500 Standish Place-

Rockvilie, MD 20855

Dear Dr. Sund}@f:

| am writing to you in coneern-over the recenty issued Compliance Policy. Guide
(CPG) on compounding for animals that disallows all compounding from bulk
pharmaceutical ingredients. . The prohibition-in this CPG is extremely.
problematic. It is essential that pharmacists be allowed to compound for non-
food producing animals. We have so many animals that we treat here in the-
pharmacy. that would suffer and even die because of such a regulation. Atthe
very least quality of life for these animals wouid be greatly affected. Some
animals just will not take medicine in current dosage forms and we enable the.
dose o be given 23 direcled by the veterinarian by utilizing a different form.

Cats are notorious for being able to hide a tablet and-get rid of it up to a hour
later. Some animals need a dose that is different from available doses based on
size or age. By not aillowing licensed veterinarians, experts in what the animals
need, to write for the most effective drug and dosage form for. the medicine {o be.
delivered, this guideline is tying helpful hands. We believe the Center for
Veterinary Medicine issued this CPG in final form without allowing opportunity.
for comments, in violation of FDA Good Guidance Practices and that many of
these requirements are extremely problematic and deserve a comment period
before being put into effect. We ask the FDA to withdraw the CPG and reissue
it in draft form to aliow for veterinarians, patients and pharmacists to comment on
its provisions before it is implemented.

Sincerely,

John Urrutia, RPh.

Pharmacy Manager

Union Square Pharmacy

B015 W. Alameda.

Lakewood, CO 80226
(303)274-7877 Fax (303)274-7974
J_URRUTIS@MSN.COM

[Py
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‘ 3 Rivers Compounding Pharmacy
602C South Mergan
Granbury, Texas 76048
(817) 573-2512
FAX (817) 573-3098
1072/03

Dr. Stepben Sundihef, Director

Center for Veterinary Medicine

U.S. Food & Drug Adrmmskatxon(HFV-l)
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlhoﬁ',
T am writing 1o voice my concermns regardiog the recent CPG issuéd in fnal form without
any opportunity for comment. Some of the issues in this CPG are distressing to meand I
feel that they deserve a comment period prior to becoming effective. I appreciate the
FDA'’s stance on enforcement of appropriate. policies for the overall good of the
population; however there is alsn a population that wilt be' underserved should the.
compounding of pharmaceuticals from bulk chemicals be prohibited in its entirety. -
Compounding for companion animals comprises a portion of our paticnt base. This
population will no longer be able to access the medications we specially tailor. This.
includes transdermal methimazole gel for numerous cats. Owners are able to treat their
‘ cats for hyperthyroidism without having to “stuff” pills down cats throats (see cnte.
attachment). We have also formulated things such as:
» Fluoxetine (prazac) for obsessive compulsive birds who pluck their own feathers
o Specialty items for our local wildlife reserve park, this has included concentrated
antibiotic injectables for darting a giraffe
s PZl iosulin which is no longer on the market for €ats~
Muitiple other transdermal products for trcatmg cats
I ask that the FDA withdraw the CPG and reissue it in draft form to allow for pharmacists,

veterinarians and patients to comment on its provisions before implementation. ¥
appreciate your consideration.

Sincemly, ’ - ﬂ
,/(Cﬁv"t?&‘ reed ) AP b

QGamze Strain R'Rh

Cc: Mark McCellan, FDA Commisioner Fax: (301) 443-3100-
Senator Kay Bailey Hutchison Fax: (202)224-9776
Senator John Comyn Fax: (202) 228-2856
Representative Charles Stenholm Fax: (202) 225-2234.
IACP Fax: (281) 495-0602



10/13/2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine-

U.S. Food and Drug Administration (HFV-1)
71500 Standish P!

Rockville, MD 20855

Dear Dr. Sundlof:

[ARVIRIF ARV EVAY) | SR

Medicine Man Pharmacy Inc.
8093 Comexstone Dr
Hayden, 1D 83835

I am writing 10 express my sincere concern with the recently issued- FDA VET CPG that severely restricts -
pharroacy prescription compounding for household pets and other animals that are not intended for human food

producton. | | -

It appears that the CVM issued this Compliance Policy Guide in final form without allowing opportunity for
commems wh:ch is in violation of FDA Good Guxdance Pmctxces Many requirements of this CPG are

' FDA 'S probzbmonrurthxs CPG against compounding from bulk active pharinaceuticals is extremely
problematic. It'is essential that pharmacists be allowed 10 compound for non-food producing animals from bulk

* drug substances.

Our vet prescription compounding service meets many important needs of the pets of our customers. For
example, we Supply ursodiol for cats and dogs suffering from digestive problems related to gall bladder
function. We supply potassium bromide it vatious dosage forros for sejzure control i dogs. We supply
methimazole in various dosage forms for cat’s thyroid disorders. These are houschold pets, and these drugs
won’t get into human food supply. M we are prohibited to compound-vet prescriptions; veterinarians will tose a
very valuable resource in. their day to day treatment of household pets and their medical problems.

I respectively ask the FDA to withdraw this CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and patiends to comment on its-provisions before it is implexented.

Sincerely,

Barry W. Feely, RPh

Medicine Man Prairie Phammacy
8093 N Comerstone D.
Hayden, 1D 83835

208 762 9355
medmanpharmacy@msn.com

cc: Mark McClellan, FDA Commissioner;;

¢c: Sen. MxkeCrapo Senhm'y Craxg, Rep i!mch Otter
cc: IACP - . R .
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-~ 2 v e 785 Brookhaven Circle East.
Peopies Custom Rx s, TN 38118
oN1-682-2273 Fax 9016824146

September 29, 2003

Dr. Stephen Sundiof, Direcior

Uenter for Veterinary Medicine

U.S. Food and Drug Adminsstration {HFV-1)
7500 Standish Place

Rockville, MD 208§5

Dear Dr. Sundiof.

{ am a small businessman and pharmacist who compounds medications for animals as well as aduits.
The recently issued Compliance Policy Guide on compounding for animals would greatly affect the
manner in which | practice pharmacy. My veterinary practice involves only non-food animals and would
presant a hardship for veterinarians, clients, and the patients.

The Compliance Policy Guide was issued in final form without the cpportunily for comments. Not only
is this a violation for FDA Good. Guidance Practices, many of the requirements are problematic and
deserve a comment period before being put into effect.

it is esseniial that pharmacists- be allowed to compound for nonfood producing animais from bulk
substances becauss of ths practical aspects.  Bulk pharmaceutical ingredients ailow for more flexible
dosing and therefore, more .compliant clients (patients). To-alter a commercial product is expensive
and usually not as successful as using active ingredients.

1 respectively ask that the FDA wilhdraw the CPG arx reissue it in draft form to aliow phamacist,
velerinarians, and patients-to comment on its pravisions befare it is implemented.

Sincerely,

William C. Johns, D.Ph, FLAGP,FACA
Owner Peoples Custom Rx
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Altss Pharmaay 650-949-22€68

Los Altes Phavmacy
253 Sccond St
Los Altos, CA 94022
050-948-1212 or fax 650-949.2269
rharmacist@losaitospharmacy .com

Dr. Stephen Sundlof

Center for Veterinary Medwing,
{1.S. Food & Drug Adminis ration
7500 Standish Place

Rackville, MD 20855

Pear Dr. Sundlof,

I any writing to voice my cuneerns regarding the Compliance Policy Guide concerning
veterinary compounding issued by the CVM in {inal form before allowing opportunity for
comments. This action was taken tx violationrof FDA Good Guidance Practices, which-
allow for input from variow: entities atfected by such regulations. Many of the
requiremcents of this CPG are very problematic fer my eompounding practice and
certainly deserve a comun | peried before being pul into cffect,

Making a blanket rule against compounding from bulk active pharmaceuticals for non-
food producing animals is ot inthe least in the public intexest. Many of my chents are.
pet owners who reauire trnieal delivery medication to treat overactive thyroid conditions
in their cats. One of the prevasations P make is Potassium. Bromide for uncontrolied-
scizares in dogs. The list poes on and on of products that are not currently available in the
appropriate dosage forms ur strengis formy veteritpey customers.

[ ain requesting that vou s« the FDA to withdraw the CPG and reissuc i in draft formeta
atlow for comments from pharmacists, veterinarians, and patient/pet-owners 1o conunent
on the provisions before 1t 5 implemented.

Thank-vau for your atteniion to-this matter,

Sincercly, / . LS
é(lv“ ./L'““’{"'”“‘ r -

3art D. ?{eisnn: R Ph

Pharmacy Owner

o: Mark McClellan, FD & Commissioner
Senator Dianne Feinsten
Senator Barbara Boxur
Representaiive Anna |'schoo
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Dr. Stephen f. Sundlof, Director,

Center for Veterinarv Medicine

U>8> Food and Drug Administration (HFV-1)}
7500 Standish Place

Rockville, MD 20855~

| have great concern about the FDA’s prohibition of compounding from bulk active
pharmaceuticals. In our compounding practice we assist many non-food producing animals with
their health problems.- This morning a parrot with itching feet received a compounded
antihistamine. This relieves the itching so that the bird does not peck away at it’s feet. We make

methimazole transdermal gel for several cats with thyroid disordes. The commercially available
’ tablets do not work well because of the fillers and other inert ingredients. In short compounding
from bulk pharmaceuticals for non-food animals offers many benefits for the animals and no risk_
for the food we eat.
I object to the following:.

(A} CVM issued this Compliance Policy Guide in final-form without allowing opportunity for
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are
extremely problematic and deserve a comment period before being put into-effect.

(B) FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pharmacists be allowed to compound for non-food.
producing animals from bulk drug substances

Please withdraw this CPG and reissue it in draft form to allow for pharmacists; veterinarians and._
patients to comment on its provisions before it is implemented.

Sincerely
). /;W
7
“Fim Gillespie R. Ph - C€ Senators Shelby & Sessions-
Rep Ren Cramer oonipe— Al
Compounding Pharmacist - o LUl
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. Jim Darling, R.Ph.
- 1303 McLain
Newpori, Arkansas 71112
876.523.5
jndarling@earthiinknet

29 January 2004

Dr -Stephen F. Sundlof Director

Center for Veterinary Medicine

US. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Dr. andlof‘

As & pharmacist, I was very saddened 10 Jearn of the FDA's ban o veteninsry compounding through the
Comptiance Policy Guide, particularly without allowing comments violating FDA Good Guidance Practices.
Professionally; our basic rights and privileges have been taken away from us,

Frows e o tine ooy Yocal v has asked me to make some specialized preseriptions for smail animals. |

feel that these prescriptions added 1o the quality. of Tife of thosc apimals that otherwise they might not be shle
1o enjoy. Safety and wellbeing for these animals was never compromised. The vet and pet owners were all
satisfied as wefl. Compounding for nop-food producng smmals frombulk subsiances in o fundamental
pharmacy right.

. As 2 former livestock producer, [ am afways concerned with ill animals entering the food chain. There are
many drugs avaitable for veterinary use without any supervision for large amimals. Why should
compounding pharmacists be penalized?” We are alt one the same team and would like 1o-participate on the~.
tcam and do our part 1o help, Swiall snimals should be exempted from this ban as weli.

May 1 offer as 8 suggestions for public safety that the food and supplements fed 10 large animals be
segulated and certain additives banned. It is also very important to isbei the country of origia for alt food
and especially meat produes.

Please reconsider your position on the CBG by withdrawing and reissuing it in draft form to aflow
pharmacists, veterinarians, and patients to comment on its provisions before it 1s mplemented.

Your consideration is appreciated in this mattes,

S}}qﬂ«z/w g

¢
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oc: Mark MeClellan, FDA Commissioner
Copgressman Marion Beyry
JACP
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TABOR DRUG, INC.
224 SOUTH MAIN-STREET
LINDSAY, OK 73052
485-756-3222 FAX 05456-2%1
Dr. Stephen Sundlof, Direcior
Center for Veterinary Medicine .
U. 8. Food and Drug Administration (HFV-1)
7500 Siendish Place
Rockville, MDD 20855
Dear Sir

T am writing this letter to comment an CVM Compliance Guide (CPQ) in-its finel form- without
aflowing opportunity for comments in violation of FDA Good Guidance Practices. Many requirements of
this CPG are extremely problematic and deserve a comment period before being put info-effect.

In my practice 1 gheerve the State Roard of Pharmacy, which has guidelipes for compounding veterisary
prescriptions for non-food prodiicing animals from bulk pewders. The way the CVM’s CPG s wriffen'it
would be illegal to compound any prescription from bulk powders. Therefore; trying to meet the needs of
my local veterinarian and his patients would canse extreme handshipr and undie seffering for many
of non-food animals. The unequal enforcement of the CPG by the FDA feaves a pharmacist in the dark as
whether-to-corpeund or net: It puts the pharmacist in-a-difficult pesition either brealdng the Jaw-and,-or.
neglecting the patients pets and giving the veterinarian a probiem as to how he can best serve his patient.
This puts the pbermacist in-a bad light to his-patients and it is diffieult to-exploin why F may..
compound for the human needs but let the animals suffer because I cannot violate a federal law withowut
eiidangering my right to practice my profession,

I believe the FDA should withdraw the CPG and reissue it in draft form for pharmacists, veterinarians,
and patients to comment op its pmvisinmhem:aiziaimpmnmmd\
Sinterely,
l. 4
-’

Jan. 312004
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WYOMING PARK PHARMACY
Specislizing in custormized medications

2301 Lee S.W. » Wyoming, Mt 48508 -
616-532-2361  Fax 816-532-8122
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Steptgn F. Sundiof, Director
cmer for Veterinary Medicine

S. Food and Drug Administration (HFV-1)
00 Standish Place

ockville, MD 20855 .

Eear ‘DrSundlof,
(

lieve that there needs to be a comment period before this is put into effect. One
prohibition. in the CPG against compounding from-bulk: active ingredients is-extremely
pfoblematic. 1t js essential that pharmacist be able to compound for non-food producing
spimals from bulk-substances. There are many instance where using a bulk chiemical is
essary. For an example, using Potassium Bromide for treating seizures in canines.

ith out the ability to use-these pure-chemicals, many pets would suffer, or have no
ice but to be cuthanized,

!
1jbelieve it would be in everyone best interest for.the FDA to withdraw the CPG. It

should be reissued in a draft form to allow for veterinarians, pharmacists, and patients o
cémmem onit, before it is implemented.

Sincerely,

(s forner

Phul Jensen R.Ph.

Compounding Phannacist
Cc  FDA Commissioner Mark McClellan M.D. Ph.D.
| Senator Debbie Stabenow
Senator Carl Levin
Representative Vernon Ehlers

|
|
&
?‘ Internationa! Academy of Compounding Pharmacist
{

|

)
5
|

Your Partner in Health Care.

Ilam writing to express concerns I have with the Compliance Policy Guide that was
igsued in final form. There are some requirements in.this CPG that are a problem. | -
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. MOSS PHARMACY AND NUTRITION CENTER

803 667 9964 P.0O1
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R T ("TENNY") MOSS, IR
PHARMACIST - CHEMIST

804-€ WEST SECOND LOOP ROAD
FLORENCF, SC 24505

PHONE 843 665 0289

FAX B43 667-9961

May 26, 2004
Lester Crawtord,
Acting FDA Commissioner
Washington, DC
FAX 301-443-3100
VIA FAX
Dear Commissioner Crawford:
‘ I am a pharmacist who uses bulk druy ingredients to make medicines for companion and

non-food grade animals. 1 respectfully ask you on hehalf of the FDA to withdraw the
CPG issued in July, 2003 that disallows compounding with bulk ingredients for animals.

1 have copicd letters o my-Senators and Representatives-to you; expressig my concerns

about this CPG.

Regards,

Tenny Moss
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. MOSS PHARMACY AND NUTRITION CENTER e
R T ("TENNY") MOSS, JR HO4-E WEST SECOND LOOP ROAD
PHARMACIST - CHEMIS] FLORENCL, SC 29504

PHONE R43-p69-0289.
FAX 843 667 9964

May 25, %004

Representative James Clyburn
Washinglon, DC
FAX 202-225-2313

Dear Representative Clyburn:

In July, 2003 1thc Food and Drug Adnunistration issucd a. Comphance Policy Guide
(CPG) on compounding [or animals that disallows all compounding from bulk drug
ingredients. This C'PG applies-to veterinarians and pharmacists who compound medicinc
for non-food gradc animals.

The FDA issued this CPG in final form, withoul providing opportunity for any public
‘ input. As | understand it, this was donc in violation of FDA’s own policy and usual
practice

The new policy prohibiting veterinarians-and pharmacists from-using bulk drug
ingredients is unreasonable in the extreme. There are no other sources of drug Ingredicnts
for many animal prescriptions.- [-have many dogs-with seizure disorders-on the drug
potassium bromide capsules and liquid. We make their medicine with bulk potassium
bromide. 1 prepare dicthylstilbestrol 1mg capsules for dogs with urnary incontinence.,
The only source for the active ingredient is bulk powder. This past week we madc oral
suspensions of metronidazole benzoate tor dogs, cats; and-a bird % treat infeclions in
those pets. The only source for metronidazole benzoate in America is from bulk powder.
‘There arc many othcr occasions when it is-necessary. 1o0-make medicines for companion
animals from bulk powder drug sources. We make medicines for people everyday from
bulk sources of active ingredients. Where-is the logie that-prohibits a veterinariun or
pharmacist from using bulk ingredients to make medicine for non-food grade animals
coming from? It certainly does not com from-scicnee of commen-scnse.

If veterinarians and pharmacists are-prohibited by the FDA from using bulk ingredients 1o

make medicines for animals, two things will happen: the animals will remain sick or will
die
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[ respectfully ask you to send a letter 10 the. FDA asking that they withdraw the CPG and
reisstic it in a draft form to allow veterinarians, pharmacists, and owners of vetérinary
patients 10 comment on its provisions belore itis implemented.

3
'

Repards, (W

I'enny Mass

cc: Lester Crawford,
Acting I'DA Cominissioner -
ce: IACP

Copy Reprtsentotive John Spratt
enator Eanest Hollings

. Senator Uindsey Graham
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Custom Dosing Pharmacy JEFF BARTOM

5%

Fax 219-681-9()5

\ [ \E / \ / “Improved comptiance and outcomes throagh alternative dosing.” 259-662-560
\
e ’

{
1-36-04

Dear Dr. Sundlof,

Your CVM has 1ssued this Compliance Policy Guide 1 final formr without allowing -
opportunity for comments from g}l parties involved, which is in violation of FDA Gaod
Guidance Practices. Many requirements of this CPG are extremely probiematic and deserve a
comment period before being put into effect. It is essential that pharmacists be allow ta.
compound for non-food producing animals from bulk drug substances. For example,
dsethyls&.lbesteml used for urivary incontinence in dogs, methimazole used for thyroid problems
in cats, and cisapride used in many household pets for GI problems. While I do agree we must
focus on many illegal drugs being given to animats we coasume, [ believe that we need to ask
the FDA to withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinanans, and patients to-comment on its provisions before it is implemented.

Thank-YOu for yout nme

cc. Mark McClellan, FDA Commissioner

cc: Sen R. ar

cc: Sen E. Bay.

cc: International Assec. Coempounding Pharmacy-

526 N. Main Street =~ Crown Point, IN 46307

2
7
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/,17-# +, Custom Dosing Pharmacy JEFF BARTON, RPh
‘\\é % \ ,/'s “Improved compliance and outcomes through attermative dosing.” 219-662-5607
™ 3 Fax 219-661-9057
N
9 1-30-04
Dear Dr. Sundlof,

Your CVM has issued this Compliance Policy Guide in finat form without allowing
opportunity for comments from all parties involved, which is in violation of FDA Good
Guidance Practices. Many requirements of this CPG are extremely problematic and deserve a”
comment pericd before being put into effect. It is essential that pharmacists be allow to
compound for non-food producing animals from buik drug substances. For example,
diethylstilbesterol used for unnary incontinence in dogs, methimazole used for thyrotd problems.
in cats, and c1sapnde used in many household pets for GI problems. While I do agree we must
focus on many.illegal drugs being given to animals we consume, I betieve that we need to ask
the FDA to withdraw the CPG and reissue it in drafi form to allow for pharmagists,
veteninarians, and patients 10 conument on its provisions before 1t is implemented.

Thank-yop for your time,
C\\ ¢ /4., i 1&’71
Zf// LEY NI Vg
s
Jeff Barton R Ph.

ce: Mark McClellan, FDA Commissioner-
cc: Sen R. Lugar

. ¢c: SenE. Bayh
cc: International Assoc. Compeounding Pharmaey.

& NN Main Street + Crown Poing, 18 46307

{k\)‘t



AIMEE R. GREENBERG, PHARM.D
3371 TURNBERRY CIRCLE
CHARLOTTESVILLE VIRGINTIA 22911

(434) 973.0922

Februgey 2, 2004

D, Stephen Sundisf, Disestar

Cenrer for Vewerinary Medicine

US. Food and Drug Admigistration (HEV-1)
7300 Swandish Place

Rockville, MD 20855

Dear Dir. Suadint:

The U3 Food sad Urug Aduunsuaton (run; Cenver for Verernery Medicine (CVM) recently issned 3
Lomphanse Tooey Gade (CTG) on cumpounding for rnimajs that disaliows ail compounding from bulk
pharmaceudeal ingicdicntw, s standurd thit is much more resuictve than FDA'S polides goveming

cormpoundma for human paticnts.

CVAE issued dus Compitmace Folicy Gurde (CPG] m &nal form without aowing eoparmnity for comments,
i wiolaton of FDA Good Guidance Pracrices Many requirements of this CPG are exwemely problematic
and deserve a comment period before being put into effect.

FDAS pmmb:uon in this CPG against compounding from bulk active pharmaceuticals i¢ cxtremely
probiemanc. It is essential that pmnmcms be alfowed to compound for non-food pzoducmg snimals from
bulk drug substances. Every day in our pharmacy, we beip animals recave vitai care they need by
individualizing doses and dosage forms to suit their size and species. Because mamufacturers rarely take the
time and expense to make gvailzble appropriate size- and strengths availabie for the huadreds of different
gpecies, msnf sdimals, including pens and 200 agimals, would not receive appropoate medical anenton. Our
society depends on the companionship of animals, and to deprive them of medicsl anention is 2 disgrace.

% emr-asking FDA to withdraw the CRG angd cctssucit in drafr form to slow for plranmcists, veternariuns, and
Plﬂénls o comiment on ifs pmvxsxons DCIOm !t !S xmp!emcmed

Sincerely, - TN
f/-‘i~ ! o ﬂﬁ" if ;>
) Lo penbes )

L7z - ‘

P meg‘f’ﬁ >
Dy/Aimee B. Greepberg. &
Clinical Consuftant
The Apothecary .

LW IR Y .

& vk dcreien, FOA Commissioner

cei Senatar lohn Warger

ce: Semator George Alfen

cc: Representative Virgil Goode, Je

cc Internadonal Academy of Componnding Pharmacists

313171 TURNBERRY CIRCLE ¢« CHARLOQTTESVILEE, VA » 22911
PHONE (434) 973-0922 « E-MAIL: AIMEERGREENBERG@AOL:COM

VGO S O
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Medical-Dental Pharmacy
€89 E. NEES
Fresno, Ca 93720
ph (559)339-1190
fax{559)-439-1655
e-mail mdpii@sol.com
-Web wwwaxcompounders.com
IN THE SAVE-MART SHOPPING CENTER

‘September 29, 2003

Dr. Stephen Sundlef, Director
Certer for Veterinary Medicine
.S, ¥ood and Drug Administration
. 7500 Standish Place
-Rockyille,. MD 20855

De%r— ir,

"1 learred today of the Compliance Policy Guide for veterinary compounding that has been
.Anstityted by the FDA. We are a large compounding pharmacy and do approximately 10 to 15
comppunded prescriptions per day for local veterinarians. We do not cusrently provide
vomppunding services to-vets treating large (food chain) amimais..

Lompounding in gencral docs onc-or twe specific things. 1t cither alows the preparation of a
dose that is not commercially available, or allows the use of 2 more easily compliant dosage
form. | If I can give yon a few examples, it might help.

a. ‘Potas%ium Bromide liquid (for canine seizures)- commercially nnt avatlable, but used for
-years 1n. Veterinary Medicine. Recognized in Plum'’s *‘veterinary Drug Handbook” with
ne commercial forms available in the U.S.

b.| Methimazole flavored oral suspension and trans-dermal forms- for feline
1 hyperthyroidism, neither commercially available inthe U.S.

¢. | Tasteless matronidazole for vats, dogs, snakes, primates (zoo), rabbits, pet rats and pet
amice. Commercial preducts unavailable in U.S.

d.| Penicillamine concentrated-drops for metal poisoning in exotic pet birds. Product only
available as tablets or capsules commercially, in much too high a dose.

e. | Combination Digoxin, Enalapril, Furosemide flavored (beef, liver, chicken) for dogs with
congestive fatlures.

f | Cisapnde flavored oral suspension for cats, dogs, and rabbis.
i
|
| .
|
!
|
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Name: Lester Crawford, Director
Organization: U.S. Food & Drug Administration
Fax: (301) 443-3100_.
Phone:
From: Timothy Y. Wrght, RPh
Date: 05/20/2004
Subject: Complicance Policy Guide 608.400
Pages: 7
Urgent Reply ASAP Please Comment X { For Your Records

Comments: We, ardent supporters of pet owners and their veterinanans, dare extremely opposed to the
final form CPG 608.400 and request that the document be withdrawn and reissued in draft form to aitow
open hearings on the many concems invoilved:

We believe the document was issued-outside of correct procedures.. without public comment.

Please review copies of faxes sent withr regard-to this-issue to: Seratars Shetby and Sessmns and
Representative Bacchus.

cc: IACP

From the desk of..
Timothy U. Wnght, RPh
Compounding Pharmecist
Tuscaloosa, AL 35406

i




