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U.S. Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Re:  Docket No. 2003D-0290
Guidance on Compounding of Drugs for Use in Animals

To Whom It May Concern:

The International Academy of Compounding Pharmacists (IACP) is greatly concerned with
the absence of almost 2,500 commentary letters from the FDA Docket. These letters address
FDA'’s revision to Compliance Policy Guide (CPG) Manual Section 608.400 entitled,
“Compounding of Drugs for Use in Animals.”

TACP submitted initial comments on this guidance to FDA’s Center for Veterinary Medicine
(CVM) during a meeting on September 16, 2003. These comments have never been
appended to the Docket. We have attached a copy of our commentary. Please ensure that
IACP’s comments are added to the Docket.

Further, IACP has received copies of thousands of letters sent to FDA CVM from
pharmacists, veterinarians, and pet owners. Although CVM has confirmed the receipt of
many of these letters, very few to none of these letters have been added to the docket. We
are likewise providing copies of these letters for inclusion in the Docket.

Included are approximately 250 letters from pharmacists, 550 letters from veterinarians
(including over 200 original, non-form letters), and 1650 letters from pet owners (including
50 original letters). Each letter testifies to the importance of compounding in preserving the
health and well being of non food animals.

Please ensure that all attached documentation is added to the FDA Docket.

Sincerely,

L.D. \Eing

Executive Directo

Enclosures (approx, 2509)
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September 16, 2003

Dockets Management Branch (HFA-305)
U.S. Food and Drug Administration
5630 Fishers Lane, Room 1061
Rockville, Maryland 20852

Re: Docket No. 2003D-0290
Guidance on Compounding of Drugs for Use in Animals

Dear Sir or Madame:

On behalf of the International Academy of Compounding Pharmacists (“IACP”), we
submit these comments on the Compliance Policy Guide (“CPG”) Manual Section 608.400,
entitled “Compounding of Drugs for Use in Animals” (“guidance™), issued by the Food and
Drug Administration (“FDA”). IACP is dedicated to increasing awareness of the
importance of compounding by providing accurate information on the benefits of
compounding, and to assisting pharmacists in improving their compounding practices. In
this capacity, IACP wishes to address a number of issues in the guidance. JACP submits
these comments on behalf of its 1,800 members, who are primarily compounding
pharmacists, many of whom compound prescriptions for animals.

L The Guidance Should Not Have Been Issued Without Opportunity for Prior
Comment.

FDA inappropriately issued and immediately implemented CPG 608.400 as a final,
Level 1 guidance without an opportunity for prior public comment. FDA’s classification of
the guidance as Level 1 demonstrates that the agency considers the guidance to be
significant, since, under these circumstances, a Level 1 guidance “set[s] forth . . . changes
in interpretation or policy that are of more than a minor nature.” 21 C.F.R. §
10.115(c)(1)(11). We agree with this classification. The guidance document will affect the
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practices of thousands of veterinarians and compounding pharmacists across the country
who are seeking to lawfully provide medications for a population — food-producing,
companion, and exotic animals — that is woefully underserved by the commercial drug
manufacturing industry.

Pursuant to FDA regulations, the procedure for issuance of a draft Level 1 guidance
document is for a draft to be prepared and issued. 21 C.F.R. § 10.115. FDA must then
publish notice of the guidance, make a copy available, and invite public comment on the
draft. Id. This procedure is consistent with Congressional intent to allow public input in
the development of a guidance document.

In order to ensure public participation in the development of policies, FDA
developed regulations establishing the procedures it would follow in the issuance of
guidances. Pursuant to this regulation, an exception to the requirement for FDA to seek
public input prior to implementation of a Level 1 document occurs only when “the agency
determines that prior public participation is not feasible or appropriate.” 21 C.F.R. §
10.115(g)(2). In the preamble to issuance of this final regulation, in response to comments
about the exception, FDA described the circumstances when it anticipated this exception
would be used. See 65 Fed. Reg. 56,468 (Sept. 19, 2000). FDA described three situations:
(1) “public health reasons for the immediate implementation of the guidance document;”
(2) “statutory requirement, executive order, or court order that requires immediate
implementation;” or (3) “the guidance document presents a less burdensome policy that is
consistent with public health.” 65 Fed. Reg. at 56,472 (emphasis added). None of these
circumstances is present here.

The agency gives, as its reason for not soliciting prior public comment, an “urgent
need to explain how, in light of a recent court decision and revised policy regarding drugs
for human use, it intends to exercise its enforcement discretion regarding compounded
drugs for animal use.” 68 Fed. Reg. 41,591 (July 14, 2003). However there was no “urgent
need” for FDA to do anything. The “recent” court decision referred to by the agency was
actually issued 15 months ago, and the “revised policy regarding drugs for human use” was
issued over a year ago. Note also that this CPG does not implement any court’s decision.
Thus, pursuant to FDA’s own regulation, prior public participation is required unless it is
not “feasible or appropriate” to solicit prior public input. Given that the court decision was
issued 15 months ago and did not direct FDA to do anything, there is no reason why the
agency could not have permitted the public to respond to a draft guidance and then
addressed these comments in a final guidance.
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Further, issuance of CPG 608.400 as a guidance policy that is immediately effective,
without opportunity for prior public input, is completely inconsistent with Congressional
intent, expressed in the legislative history for the bill that became section 701 of the Federal
Food, Drug and Cosmetic Act (“FDCA”). The House Report for this bill stated that the
requirement for prior public participation be waived by the Agency only “in rare and
extraordinary circumstances where there is a compelling rationale.”’

The lack of urgency in issuing this guidance is also demonstrated by reviewing the
circumstances where the agency has correctly determined that urgent, rare, and
extraordinary circumstances exist. Two guidance documents, “Food Producers, Processors,
Transporters, and Retailers: Food Security Preventative Measures Guidance,” and
“Importers and Filers: Food Security Preventative Measures Guidance,” were prompted by
concerns about food safety and security in light of terrorist activities, following the
September 11, 2001 tragedies. See 68 Fed. Reg. 13,931 (Mar. 21, 2003). The “Guidance
on the Petition Process to Request Approval of Labeling for Foods That Have Been Treated
By Irradiation” was implemented following enactment of the Farm Security and Rural
Investment Act of 2002, Pub. L. No. 107-171, 115 Stat. 2384. In that instance, section
10809 of the act was in effect and there was a “pressing need” for the guidance. 67 Fed.
Reg. 62,487, 62,488 (Oct. 7, 2002).

No emergent public health issue has been identified to warrant immediate
implementation of this CPG. The court decision referred to by the agency, Thompson v.
Western States Medical Center, occurred almost 15 months before issuance of the CPG and
did not identify any urgent public health issue requiring immediate implementation of a
compliance guidance. See Thompson v. Western States Medical Center, 535 U.S. 357
(2002). Thompson involved a challenge to a ban on the advertising of compounded drugs,
in which the Supreme Court affirmed the Court of Appeals judgment that the restriction of
advertising was an unconstitutional violation of free speech. Id. The agency had over one
year in which to solicit public comments by holding meetings or workshops or to publish a
proposed guidance and did not do so.

Moreover, no statutory requirement, executive order, or court order has been issued
that requires immediate implementation of a CPG without public input. The recently issued

' H.R. Rep. No. 105-310, at 74 (1997).




CPG references the Animal Medicinal Drug Use Clarification Act of 1994 as the source of
the factors FDA will use for enforcement discretion. No new or recent authority is cited.

Finally, the current guidance document does not present a less burdensome policy
than previously existing policy. Indeed, the unnecessary, unreasonable, and unjustified
restrictions on animal compounding expressed in the CPG will be discussed in detail below.

The exception to the requirement for public participation for implemented Level 1
type documents is analogous to the exception when a notice and comment period is not
required for rulemaking under the Administrative Procedure Act (APA).> As courts have
held, the exception from the requirement for notice and comment was “an important safety
valve to be used where delay [for public comment] would do real harm . . . [but] not to be
used [just] to circumvent the . . . requirements whenever an agency finds it inconvenient.”
United States Steel Corp. v. U.S. Envtl. Prot., 595 F.2d 207, 214 (5th Cir. 1979). Further,
courts have generally held that an exception to the APA notice and comment requirement
should only be “narrowly construed” and “reluctantly countenanced.” N.J. Dept. of Envtl.
Prot. v. EPA, 626 F.2d 1038, 1045 (D.C. Cir. 1980). When determining whether public
notice and input is impractical or unnecessary, courts have examined the facts of the
situation to establish whether there is “good cause ... supported by more than a bare need
to have regulations . . . especially in the context of health risks . . . [to] assure . . . dialog
necessary to the creation of reasonable rules.” Nat’] Ass’n of Farmworkers Organizations v.
Marshall, 628 F.2d 604, 621 (1980). In the present circumstance, no “real harm” would
have resulted and no “good cause exists” for implementing CPG 600.408 without prior
public dialogue.

By implementing this CPG without public comment the agency prevented public
participation in the development of the guidance document. There was no compelling or
emergent public health need. There was no statutory requirement or court order requiring
immediate implementation, and the CPG is not a less burdensome guidance. There were no
“rare or extraordinary circumstances.” FDA should have issued the CPG as a draft, and
permitted the public to respond, prior to implementation. IACP takes strong exception to
the issuance of this document without any prior chance for public comment. We believe
that FDA should withdraw the CPG and reissue it as a draft to allow for public

25U.8.C. § 553
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participation. Submitting comments after the fact is simply no substitute for pubiic input
prior to the CPG’s adoption.

II. The Guidance Should Not Include a Blanket Prohibition on Compounding of
YVeterinary Drugs from Bulk Substances.

The guidance contains what is, in essence, a prohibition on the use of bulk chemicals
in veterinary compounding, even bulk chemicals that are active ingredients in approved
animal or human drugs, and even when the compounded drug will not be used to treat food-
producing animals.

This unreasonable restriction must be examined from the perspective of the
importance of veterinary compounding, including compounding with bulk chemicals, for a
population that simply cannot always be treated using commercially available medications.
The guidance itself recognizes that the compounding of drugs for animals is within “the
bounds of traditional pharmacy practice.” Guidance at 3. FDA itself has repeatedly
recognized the importance of compounding drugs for animals, inasmuch as the veterinary
industry is significantly underserved by existing commercially available and grandfathered
drugs. In the guidance, FDA states, “The current state of veterinary medicine requires
products to treat many conditions in a number of different species, some of which are
known to have unique physiological characteristics.” Id. The reality is that, if
compounders are limited to using FDA-approved, commercially available drugs, many
animals will die, go untreated, or suffer needlessly.

In many instances, FDA’s broad restriction against the use of bulk drug substances
to compound for animals would be detrimental to animal health and to the practice of good
veterinary medicine:

First, FDA’s restriction against veterinary compounding from bulk drug substances
fails to account for commercial products that have been withdrawn from the market for
economic reasons and not for reasons of safety or effectiveness. Drug companies
discontinue products for many reasons unrelated to safety, such as market position or
profitability. The election by a drug manufacturer to stop selling an unprofitable but safe
drug should have no impact on the ability of pharmacists to compound that drug to fill
prescriptions. In fact, the ability of a pharmacist to compound such drug products has
saved many human and animal lives. FDA’s CPG for human drug products allows the
compounding of drugs that were discontinued for reasons other than safety or efficacy. The
veterinary CPG should be at least as flexible.
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Cyclosporine provides a prime example of such a drug product. Cyclosporine is an
ophthalmic product indicated for treatment of chronic keratoconjunctivitis sicca (KCS) in
dogs. The product was formerly manufactured as Optimmune® by Schering-Plough.
However, it has been discontinued due to economic constraints on the manufacturing

.
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company. Pharmacists can compound cyclosporine ointment to fill the void left by

Optimmune’s discontinuation. However, elimination of cyclosporine, USP powder would
eliminate pharmacists’ ability to compound this product and would considerably jeopardize
treatment of dogs with this disease. If left untreated, KCS can threaten the vision of dogs.
In advanced disease states, it may lead to painful corneal ulcerations and vision may
become impaired due to scarring of the cornea.

In addition, using finished dosage forms, such as tablets, to compound sterile dosage
forms (i.e. ophthalmic drops, injectables, etc.) may add unnecessary excipients to the
compound and increase the risk of pyrogen contamination in the product. Pure active
pharmaceutical ingredients are best suited for use in these customized formulations.

As an example, miconazole ophthalmic solution for treatment of animal patients
with fungal keratitis is an essential compounded product that would be eliminated under the
current FDA guidance. Elimination of miconazole, USP powder would substantially
jeopardize the treatment of animal patients with fungal keratitis. No commercially
available products are suitable for topical use in the eye, and are, in fact, quite damaging to
the eye due to preservatives and vehicles used in commercially available miconazole
products. A suitably compounded miconazole 1% sterile ophthalmic solution is the
treatment of choice for equine fungal keratitis. The only approved topical antifungal
ophthalmic suspension, Natacyn (natamycin) is irritating to equine eyes and is not effective
against filamentous fungal agents commonly seen in equine veterinary practice. Without
compounded miconazole ophthalmic solutions, loss of the equine eye would result. Many
animals would unnecessarily become unsound and potentially be euthanized.

Further, compounded dosage forms are often used in animal and human patients
when there is no commercial alternative to treat the diagnosed disease state or medical
condition. FDA’s Center for Drug Evaluation and Research (CDER) has repeatedly
recognized compounding from bulk drug substances as a valid practice for treatment of
human patients. IACP sees no reason why FDA’s Center for Veterinary Medicine (CVM)
should enforce a more stringent standard, especially for non-food producing, exotic, and
companion animals.
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As an example, cisapride, a benzamide prokinetic agent, is a compounded veterinary
product that is widely recommended as part of the medical management of megacolon in
cats. Recent experimental work (Washabau, 1994) using feline colonic smooth muscle has
demonstrated that:

(1) Cisapride stimulates contraction of both longitudinal and circular smooth
muscle from both the proximal and distal colon;

(i1) Cisapride's actions are only partially dependent on enteric cholinergic
neurones;

(iii) Cisapride can activate a direct smooth muscle response;

(iv) Cisapride's actions on colonic smooth muscle are dependent on
extracellular calcium; and

v) Other "motility enhancing" drugs such as domperidone, motolin,

erythromycin, and metoclopramide have no effect on feline colonic smooth
muscle in vitro.
In other words, there are no substitutes for cisapride in cats with megacolon. Hundreds of
cats are dependent upon lifetime treatment with cisapride to maintain colonic motility, and
without cisapride therapy, many of these cats would have to be needlessly euthanized.

Another example involves compounded drug products used to treat epilepsy. There
were an estimated 60 million pet dogs in the United States in 2002. The prevalence of
epilepsy in the canine population is about 1%, meaning that nearly 600,000 dogs in the U.S.
have epilepsy. Potassium bromide has become the drug of choice for management of
canine epilepsy, rapidly replacing phenobarbital. This widespread use is due to potassium
bromide's greater safety, decreased side effects, and lack of potential for human abuse as
compared to phenobarbital. Epileptic dogs must be maintained for life on potassium
bromide. Were potassium bromide to be denied to the epileptic population, hundreds of
thousands of dogs would experience breakthrough seizures and a tremendous degree of
unnecessary suffering. Compounded potassium bromide is essential to the health of many
companion-animal dogs. FDA’s outright ban on compounding veterinary products from
bulk drugs would eliminate this vital therapy and bring unnecessary suffering to many pets
and owners.

Finally, compounded dosage forms are often used to improve therapeutic outcomes
in patients by customizing compliance elements of the therapy such as concentration or
flavor. Although such compliance elements may initially seem not to be clinically
significant, it would be virtually impossible to administer necessary medications to many
animals without the availability of compounded dosage forms that have been customized to
increase patient compliance. Many animals would be subjected to unnecessary suffering,




and at times death, if compounded medications became unavailable to treat their unique
medical conditions. Manipulating commercially available, finished dosage forms to
compound such therapies may limit the possible routes of administration, concentration of
dosage forms, or flavor of the product, making a medication too difficult to administer or
unpalatable. The need for customized therapies is especially evident when considering the
unique medication needs of exotic animals. Exotic animals exhibit fremendous diversity in
size and features. They range from parrots to elephants, poison dart frogs to lions. The
unique attributes of many exotic animals require customized therapies. Without
compounding, the medications needs of these unique veterinary patients would be left
unfulfilled and the death or mutilation of many animals would result. Pharmacists should
not be prohibited from compounding veterinary products to meet compliance needs,
especially when the benefits to the patient outweigh the risk to the patient and to the
community. This is true for all animals, and particularly for companion and exotic animals.

These are only a few of the many examples of cases that require compounding for
animals from bulk drug substances. As demonstrated, if FDA were to continue to prohibit
all compounding from bulk drug substances, a tremendous degree of mutilation, suffering,
and death of animal patients would result. FDA would be remiss if it did not recognize this
fundamental flaw in its prohibition against the use of bulk drug substances in veterinary
compounding, especially when Congressional intent demonstrates a clear commitment to
preserving access to bulk drug substances in compounding.

The principal legislation affecting the compounding of drugs for animals was the
Animal Medicinal Drug Use Clarification Act of 1994 (AMDUCA). As stressed by the
primary sponsor of this legislation, Senator Howell Heflin, the purpose of AMDUCA was
to clarify that veterinarians could continue to engage in the off-label use of animal drugs or
human drugs. As Senator Heflin put it, the Act “will not increase or alter overall patterns
of drug usage by veterinarians.” 139 Cong. Rec. 1447 (1993).

Indeed, compounding has always been an accepted practice of pharmacists.
Remington’s Practice of Pharmacy, relied on for decades as the “Bible” of pharmacy
operations, described, as long ago as 1936, the practice of pharmacy as requiring a
“knowledge of medicines and the art of preparing and dispensing them,” as well as
knowledge of “their identification, selection, preservation, combination, analysis and
standardization . . . Compounding consists of the skillful blending of two or more
ingredients.” Remington’s Practice of Pharmacy I (8th ed. 1936) (emphasis in original).
The United States Pharmacopeia — the official compendium of drug information recognized
as authoritative by the federal Food, Drug, and Cosmetic Act (FDCA) - has included
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instructions on compounding medications since 1920. History and Backgound Information
on USP’s Activities in Compounding Pharmacy Practices, 27 Pharmacopeial F. 3169
(2001). The laws of nearly every state define the practice of pharmacy to include
compounding.

In the very case cited to justify the issuance of this CPG without comment, the

United States Supreme Court has likewise recognized the importance of compounding,
again, in reciting principles that are no less applicable to animals than to humans.

The Government . . . has an important interest . . . in permitting the continuation of
the practice of compounding so that patients with particular needs may obtain
medications suited to those needs. And it would not make sense to require
compounded drugs created to meet the unique needs of individual patients to
undergo the testing required for the new drug approval process. Pharmacists do not
make enough money from small-scale compounding to make safety and efficacy
testing of their compounded drugs economically feasible, so requiring such testing
would force pharmacists to stop providing compounded drugs. Given this, the
Government needs to be able to draw a line between small-scale compounding and
large-scale drug manufacturing. That line must distinguish compounded drugs
produced on such a small scale that they could not undergo safety and efficacy
testing from drugs produced and sold on a large enough scale that they could
undergo such testing and therefore must do so.

Western States, 535 U.S. at 369-70.

The principles enunciated by the court in the recent decision of In re Wedgewood
Village Pharmacy, Inc., No. 03-2049, 2003 U.S. Dist. LEXIS 11648, at *61 (D.N.J. July 7,
2003), also apply equally to veterinary pharmacy compounding as to compounding for
humans: “FDA has recognized the essential need for individually tailored medication and
the economic realities that those individually tailored medications would not be available if
pharmaceutical compounding had to meet the new drug requirements.”

There can be no doubt that compounding from bulk chemicals is historically the
mainstay of the practice of pharmacy. Indeed, in 1938, when the FDCA was passed,
relatively few final dosage forms were available, and pharmacists compounded more than
250 million prescriptions annually. Proceedings of the Local Branches, 14 J. Am. Pharm.
Ass’n 232, 233 (1935). Nearly all of these prescriptions were compounded from bulk
chemicals.
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In light of this support for the widespread and traditional practice of compounding
from bulk chemicals and the critical inadequacy of commercially manufactured drugs to
treat animal illness and suffering, it makes no sense to restrict veterinary compounders from
engaging in the very practices that compounders of human drugs are permitted to engage
in. In the absence of an Investigational New Drug Application, the CPG on human
compounding prohibits compounding from bulk chemicals only when those “bulk active
ingredients . . . are not components of FDA approved drugs.” CPG Sec. 460.200.
Likewise, the veterinary CPG must be revised to ensure that the universe of bulk active
ingredients available for use in compounded veterinary drug products includes, at
minimum, those bulk active ingredients that are components of approved or grandfathered
human or animal drugs. Taking a more restrictive approach to animal compounding so that
all bulk compounding is prohibited, however, is illogical, and contrary to good animal care.

Other provisions in the guidance address the agency’s concerns about the use of
compounding to avoid compliance with current good manufacturing practice regulations
applicable to drug manufacturers. This can be addressed with more narrowly crafted
restrictions. The appropriate restrictions to impose on compounders to achieve this goal,
keeping in mind the critical nature of compounding activities to providing medications
necessary to protect the health and welfare of animals, are that compounded prescription
drugs only be distributed pursuant to the lawful order of an appropriately licensed health-
care practitioner, the prohibition on compounding drugs that are commercially available,
and the requirement that compounded drugs only be produced and distributed when the
“health of the animal” is “threatened,” and where “failure to treat” would likely result in
“suffering or death of the animal.” These provisions, unlike the ban on use of bulk drugs,
are consistent with the intent of Congress in passing the bill that became AMDUCA.

FDA tries to support its blanket prohibition on the compounding of veterinary drugs
by relying on the holdings of United States v. Algon Chemical, 879 F.2d 1154 (3d Cir.
1989) (“Algon”) and United States v. 9/1 kg Containers, 854 F.2d 173 (7th Cir. 1988)
(“Schuyler”). However, these decisions address only compounding by veterinarians, not
compounding by licensed pharmacists, as the guidance itself recognizes (“the Act does not
permit veterinarians to compound unapproved finished drug products from bulk drug
substances”). Although the guidance states that the principle of these cases “applies
equally to compounding by pharmacists,” this simply is untrue.

State laws and state agencies authorize, inspect and regulate the compounding
practices of state-licensed pharmacies, but do not do so with veterinarians. Pharmacists
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only compound veterinary prescription drugs upon the direction of veterinarians, and two
state-licensed professionals are thus involved in determining whether a compounded
product is appropriate, safe, and effective. Veterinarians compounding on their own have
no check or balance on their compounding practices. Moreover, compounding is an
integral, long accepted part of the practice of pharmacy, but not of veterinary medicine.

Accordingly, the two court decisions granting FDA power to prohibit compounding from

bulk drugs by veterinarians cannot be applied to support such a prohibition on pharmacists.

To apply the prohibition to the use of bulk drugs in compounding for non-food-
producing animals is especially nonsensical. The guidance cites AMDUCA as being the
important legislation on this area, yet the legislative history of AMDUCA demonstrates
unequivocally that Congress, before approving AMDUCA, was intent on protecting the
ability to compound for the animal population, and that any restrictions on animal-drug
compounding were targeted primarily — if not exclusively — on preventing harmful residues
from being created in food-producing animals. For example, Senator Howell Heflin, the
primary sponsor of AMDUCA, stated that the bill “gives FDA full access to the tools
necessary to assure the continue[d] safety of the food supply and to keep unwanted and
illegal residues of animal drugs from contaminating our food.” 140 Cong. Rec. 14071
(1994). Earlier, Senator Heflin noted that AMDUCA would permit “[v]iolators who cause
the presence of illegal residues in food” to be prosecuted appropriately. 139 Cong. Rec.
1447 (1993).

Therefore, the blanket restriction on compounding from bulk chemicals contained in
this guidance should be revised to allow, at minimum, the use of bulk active ingredients
that are components in an approved or grandfathered animal or human drug. Some
restrictions on the bulk drug substances used to compound for food-producing animals may
be appropriate, but a flat ban on the use of bulk drugs is clearly detrimental to good
veterinary healthcare.

III.  Several Components of the Guidance, Including the Irrational Prohibition on
Anticipatory Compounding and the Prohibition of Compounding Pharmacists’
Use of Commercial-Grade Processing Equipment, are Wrong.

A number of the other factors included in the guidance, intend to warn compounders
when FDA will take enforcement action, are problematic.

Factor 2:  The second factor listed in the guidance indicates that FDA will consider
enforcement action when a pharmacy engages in “[cJompounding of drugs in anticipation
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of receiving prescriptions, except in very limited quantities in relation to the amounts of
drugs compounded after receiving valid prescriptions.” Guidance at 4 (emphasis added).
This statement represents a significant change from FDA’s prior position in its 1996
Compliance Policy Guide for Compounding of Drugs for Use in Animals, CPG Sec.
7125.40, which stated that FDA would consider enforcement action if a pharmacy engaged
in “preparation for sale of large quantities of unapproved new animal drugs on an ongoing
basis and where no valid medical need or VCPR [Valid Veterinarian-Client-Patient
Relationship] exists.” IACP believes that the change of conditions under which
anticipatory compounding is allowed is unduly restrictive and significantly inhibits the
ability of compounding pharmacists to run effective practices and to meet their patients’
needs.

The phrase “very limited” may lead FDA to take action based on what has been
regarded as acceptable anticipatory compounding, or cause pharmacists to unduly curtail
legitimate anticipatory compounding based on historical prescribing patterns. This section
should be revised to permit anticipatory compounding in “limited quantities based on
historical prescribing patterns and appropriate beyond-use dating as determined by State
Boards of Pharmacy or the United States Pharmacopeia Chapter 795.”

Anticipatory compounding is a well-accepted, beneficial component of traditional
compounding. See, €.g., Ohio Admin. Code § 4729-9-21 (2003) (“A limited quantity may
be compounded in anticipation of prescription drug orders based on routine, regularly
observed prescribing patterns”); 22 Tex. Admin. Code § 291.31 (2003) (defining
compounding to include “[t]he preparation, mixing, assembling, packaging, or labeling of a
drug or device: . . . in anticipation of prescription drug orders based on routine, regularly
observed prescribing patterns”). See also National Association of Boards of Pharmacy,
Model State Pharmacy Act and Model Rules, Good Compounding Practices Applicable to
State Licensed Pharmacies, App. C, Subpart A (“NABP Model Rules”). The NABP Model
Rules state that:

Pharmacists may compound drugs in very limited quantities
prior to receiving a valid prescription based on a history of
receiving valid prescriptions that have been generated solely
within an established pharmacist/patient/prescriber relationship,
and provided that they maintain the prescriptions on file for all
such products compounded at the pharmacy (as required by
State law). The compounding of inordinate amounts of drugs in
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anticipation of receiving prescriptions without any historical
basis is considered manufacturing.

NABP Model Rules at App. C, Subpart A. Although the NABP guidelines refer to “very
limited quantities,” they specifically reference a history of prescription patterns to
determine what is a “very limited quantity.” Further, the NABP guidelines state that a
pharmacist is engaged in manufacturing only when the pharmacist compounds “inordinate
amounts of drugs” in anticipation of prescriptions and there is no historical basis for the
anticipatory compounding. Thus, the NABP guidelines use relative context of historical
practice, whereas the CPG uses the more restrictive, absolute standard of “very limited.”

Additionally, this factor could have negative effects on drug quality if it forces
pharmacists to compound multiple small batches of a drug product as opposed to a single,
large batch. Producing multiple small batches of drug products may incur a greater risk of
error and contamination than preparing a single batch of greater quantity. Compounding in
larger batches also permits sterile compounding pharmacies to conduct sterility testing in
advance of receiving prescriptions, thereby enabling pharmacies to test the sterility (and
other attributes) of the compounded product prior to releasing the product to the consumer.
Patient-by-patient compounding precludes this testing. FDA investigators have cited
pharmacists for not testing every batch of compounded drug. Demanding that type of
testing is incompatible with the virtual preclusion of anticipatory compounding. Allowing
pharmacists who receive regular prescriptions for a drug the flexibility to compound
sufficient quantities of that drug could enhance quality and lead to greater efficiencies.

Factor 6:  The sixth factor addresses the use of “commercial scale manufacturing
equipment for compounding drug products.” Guidance at 5. The restriction on commercial
scale equipment is a source of concern. The CPG provides no bright-line test to determine
whether a particular piece of equipment is of “commercial scale.” Some pharmaceutical
manufacturers make small quantities of certain drug products (e.g., orphan drugs). There
may be some overlap in scale or quantity in equipment that a manufacturer possesses and
the equipment that a compounding pharmacist who receives numerous prescriptions might
need to operate his or her business effectively. This pharmacist could potentially buy
smaller equipment and produce several small batches of the drug. However, smaller,

As stated above, we also recommend removing the modifier “very” as unnecessarily
restrictive.
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repeated batches pose a greater risk of error than a single, large batch, and means less
efficient use of pharmacists. IACP recommends that the FDA remove this language in the
CPG.

Also, FDA should never use sophistication of equipment as a surrogate endpoint for
whether a pharmacy is a manufacturer. Pharmacists who use advanced technology will
have an enhanced ability to compound properly. More pharmacists are using automated
equipment, such as automated mixing bowls and dispensing equipment, to facilitate
compounding and increase the quality of compounded drugs. FDA should not confuse
scale, which relates to volume and quantity, with sophistication or complexity, which
relates to quality. This factor should be clarified in the revised CPG.

Factor 8: The guidance is also overly restrictive when it states that any failure to “operate
in conformance with applicable state law regulating the practice of pharmacy” can place a
pharmacy at risk of enforcement action by FDA. While IACP agrees that pharmacists must
act in conformance with applicable pharmacy laws, FDA should clarify that this factor
relates to those aspects of state pharmacy law that indicate whether the pharmacy is acting
as a manufacturer. State boards of pharmacy impose numerous requxrements on
pharmacies, such as the need to pay its reglstratlon fee in a timely manner,” establishing a
pharmacist to pharmacy technician ratlo and the need to notify the board of pharmacy of
the designated pharmacist-in-charge.® There are numerous other requirements of state
pharmacy law that have no bearing on whether a pharmacy is acting as a manufacturer.
The failure to comply with every single element of a statute or regulation does not mean
that a pharmacy is a manufacturer. Thus, if a specific state law violation indicates that a
pharmacy is a manufacturer, it may be appropriately considered by FDA in assessing a
pharmacy’s status. Enforcement for other types of violations should rest solely with the
State Boards of Pharmacy.

See, e.g., Cal. Bus. & Prof. Code §§ 4400, 4401 (Deering 2003); Cal. Code Regs. tit.
16 § 1749 (2003).

See, e.g., Cal. Bus. & Prof. Code § 4115(g) (Deering 2003); Cal. Code Regs. tit. 16
§ 1793.7(f) (2003).

See, e.g., Cal. Bus. & Prof. Code § 4113(a) (Deering 2003); Cal. Code Regs. tit. 16 §
1709 (2003).
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IACP appreciates the opportunity to comment on the CPG, and trusts that its
comments will be seriously considered by the agency. We regret, however, that these
comments are being provided after issuance of the CPG, as opportunity for prior comment
was not provided.

Due to the lack of FDA compliance with Good Guidance Practices in issuance
of this CPG and the severe and immediate impact of this guidance on veterinary
healthcare, IACP requests that CPG Manual Section 608.400 be withdrawn and
reissued in draft form to allow public comment and revision of the guidance before
implementation.

Please do not hesitate to contact me if you have any questions.

Respectfully submitted,

L.D. King
Executive Director
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Dr. Stephen Sundlof, Director April 29, 2004

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sondlof:

I am writing you in reference to the Compliance Policy Guide (CPG)
issued tor the Animal Medical Drug Use Clarification Act {(AMDUCA). My
understanding is that this CPG was issued in final form, without allowing
opportunity for comments, in violation of FDA Good Guidance Practices. 1 am
urging you to rescind this CPG and re-issue it in draft format for review and
comment by the interested public.

In particular, FDA's prohibition in this CPG against compounding from
bulk active pharmaceuticals lacks foresight. It is essential that pharmacists be
allowed to compound for non-food producing animals from bulk drug
substances. For example, just last Tuesday, a veterinarian called the hospital
where | work looking for dexamethasone sodium phosphate for a dog that he
believed suffered a stroke. The hospital didn't carry it. However, a
compounding pharmacist would have it, as a USP bulk chemical. The reason
the hospital didn’t have it (along with many other steroids} was because it was
n short supply from manufacturers. This is just one example of how
compounding could benefit non-food producing -animals.

Medicine, both veterinary and human, is changing rapidly and with the
advent of pharmacogenetics, manufacturers will not be able to supply every
drug in every dose or form needed, it just won't be economically feasible for
them to do so. Pharmacists are highly educated {6 years of training) and
capable of providing a quality product to the public. Regulators should focus
on improving standards and accreditation of pharmacies.to fulfill the needs of
veterinanans. The goal should be to bring the pharmacies up to the highest
standards possible, not to prevent them from serving a true medical need.

Smncerely,
. . & L(.M(.h(\-_

Catherine A. Harrington, PharmD, PRD
Associate Professor

Nova Southeastern University

College of Pharmacy

Honorable Senator Nelsony

e

cc: Mark McClellan, FDA Coiii'oner; cc: The Honorable Sgnator Graham and The

HEALTH PROFESSIONS DIVISION
COLLEGE OF PHARMACY - WLST PALM BEACH PROGRAM

3970 RCA Boulevard, Suite 7006 » Palm Beach Gardens, Fiorida 33410 » {561) 622-8682 « Fox {561} $22-9205
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March 19 2004

Dr. Stephen F. Sundlof, Direcior.

Center for Veterinary Medicine

U.S8. Food and Drug Administration (HF V- 1)
7500 Standish Place

Rockville, MD 20&?5

Dear Dr. Sugndlof,

I am writing you with concerns over regulations-implemented by the FDA regarding the Anmmalk
Medicinal Drug Use Clarification Act of 1994. CVM’s jsguance of the Comphance Policy Guide
(CPG) was in final form without allowing the opportunity for comments,.in violation of FDA GeocL
Guidance Practices. Many requirements of this CPG are remendously conceming aud deserve a
conunent period before being put into effect.

The FDA'’s prohibition in this CPG against compounding from bulk active pbarmaceuticals 1s
EXTREMELY PROBLEMATIC. It is essential that pharmacists-be allowed 10 compound for non-
food  producing animals from bulk drug substances, Many of the medications.compounded for
;f&mﬂy s pets are only available in this form and inaccessibility to them would cause undue suffenng\

i;thmal ‘and safe as rccogmzcd by the FDA Modemization Act of 1997’ section 5034, Why

hm‘*pcts be deqied the sare chance at quality of life?

cc: Mark McClellap, MD, Ph.D., FDA Commissioner

c¢: Blanch Lincoln, Arkansas Senator
cc: Mark Pryor, Arkansas Senator
cc: Vic Snyder, Arkansas-Representative -

cc: International Association of Compounding Pharmacists -

e & e ¢ s v ® e e 2 a s+ s " »B e ® B & e @
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BOOTHWYN PHARMAC!  INC.

March 1, 2004

Dr. Stephen Sundlof, .Directar

Center for Veterinary Medicine

U.S. Food & Brug-Administration.(HFV-1)
7500 Standish Place

Rockville, MD 20855

Dear Sir,

| am gravely concemed about complianee policy guidelines i :uently passed in their final
form that directly affect my veterinary compounding busines.. *:r non-food producing
animals. These changes are-egregious in nature-not only fci.11.2ir content but.in the
manner that they were actualized.

To disregard input from the pharmacy community is irrespor . bile and in direct violation
of your own department’'s-Good Guidance Practices_ These 1).lidelines are wide
sweeping and encompass all aspects of compounding caus 1; quite a problem for the
community pharmacist who cares for-and treats small house 1:/d animals and non-food
producing animals.

As such a pharmacist, | respectfully and stridently, ask that 1.1::5e guidelines be
withdrawn and reissued in a draft form taking into cansiderainn all aspects of veterinary
compounding. Our livelihood is dependent upon these guide: .25 being revoked.

In a demaocratic society, rules are created to govern and gui-: the populace. When a
governing body acts in disregard of said populace the basic :nets of this country are in
jeopardy. Please rectify this action in a fair and equitable m:'111er. '

Sincerely,

&B‘LLQJ M, Micetuead,

Louis M. Micolucci, .R.Ph.

BPI-Vet, Division of Boothwyn Pharmacy, inc.

Cc:  Mr. Mark McClellan, FDA Commissioner, #301-443-511:0
Senator Arlen Specter, Philadelphia District Office #.+.-597-0406
Senator-Rick Santorum, Pittsburgh District Office #4 : }-562-43"
Congressman Joseph Pitts, Unionville District Office 1t:10-444-5250
Congressman Jim Gedach, Glenmoore District Offic:: #.610-458-8389
Congressman Curt Weldon, Philadelphia District Offi: ¢: #215-596-4655
IACP, #281-485-0602
Dr. Michael Chaddock, Director, AVMA, Governmen. #zlations #202-842-4360

2341 Chichester Avenue & Mectinghouse Road * Boothwyn *-.insylvania USA 19061
(610) 485-1130 = Fax: (610) 485-92:
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Compowsrding Pharmacy
2801 Millwood-Ave: 8810 Farrow Road
Columbia SC 29205 Columbia SC 29203
(803) 765-2672 (803) 736-5975
Wendy J. Lee, PharmD
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.

Each patient who approaches our pharmacies has a specific need to be met
through medication. In certain cases this need will be achieved by prescription
eompounding from quatity bulk chemicals. These situations should not only include the
human population but also our diverse animal communities. Example cases include;
using flavors to make medications more appealing to a household pet, creating the most
appropriate dosagc in a capsule or troche instead of the owner needing to administer
partial tablets, treating a difficult pet with a medicated transdermal gel in place of an
injection or oral drug, and compounding a dosage form of a discontinued or temporarily-
out-of-stock medication when the human preparation is no longer available. By
compounding medications.we can.help meet each animal’s unique need: -

With these thoughts in mind we at Long’s Pharmacy are very concerned about the
Compliance Policy Guide (CPG) issued hy the Center for Vetesinary Medicine. The
CPG was issued 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
tremendously problematic. It is essential that pharmacists be allowed to compeund for
non-food producing animals from bulk drug substances.

For a healthy quality of life of these animal populations Long’s Pharmaey asks.
the FDA to withdraw the CPG and reissue it in draft form to allow pharmacists,
veterinarians, and patient owness to comiment on it before it is implemented. Thank you
for your understanding of this issue.

cc: Mark McClellan, FDA Commissioner

cc: Senator Lindsey Graham, US Senate (R-SCY- -

cc: House Representative Joe Wilson, US House (R-SC)
ce: IACP
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Dr. Stephen Sundlof, Director

Center for Veterinary Medicine,

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

Rockville, MD 20855

Dear Dr. Sundlof,

1 am disappointed that CMV recently issued a Comptiance Policy Guide (CPGY in final
form, not allowing for comments. I believe this is in violation of FDA Good Guidance
Practices. Seversl requirements of this CPG deserve-a comment period before a final
CPG is put into effect. Among these requirements in the CPG is a prohibition against
compounding from bulk drug substances. This is froublesome Pharmacists should be
allowed to compound for non-food producing animals fram bulk drug substances
Pharmacists are filling a need for the veterinarians\’s practice.

Please withdraw-the CPG and reissue-in draft form-tor athow: for pharmacists, veterinariany-.
and consumers to comment.

Cc: Mark McClellan, FDA €ommissioner
Senator Diane Feinstein (D-CA)
Senator Barbara Boxer (D-CA)
Representative William Themas (R-CA 22™)
International Academy of Compounding Pharmacists_

1315 BOUGHTON DRIVE + POST OFFICE BOX BO538 * BAKERSFIELD, CAUFORNIA BI3B0-G538 + (661) 399.8866 - (661) 387-7140 Fax
JOTAL P.B2



VILLAGE PHARMACY & COMPOUNDING CENTER

February 5, 2004

Dear Dr. Stephen Sundlof,

I provide many prescriptions for my veterinary patients every day. We help
many cats and dogs when the standard available products are not helpful or are
unavailable. The Compliance Policy Guide (CPG) issued by the Center for
Veterinary Medicine will severely reduce the ability of pharmacists to meet the
needs of these patients. I feel pharmacists need a comment-period before any final
decisions are made.

Please withdraw the CPG to allow time to comment on it’s provisions.

Sincerely,

Daniel A. Busichio, R Ph.
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February 17, 2004 Slrown inlewst n CompPorndiy
’ 3
Dr. Stephen Sundlof, Director Pl mey wthe fas
Center for Veterinary Medicine =, "”‘13
U.S. Food and Drug Administration (HFV-1) '
7500 Standish Place Wtb?ou*m“
Rockland, MD 20855
—TTTT TS

Dear Dr. Sundlof,

Yam writing you today in response to a recent Compliance Policy Guide (CPG) issued by CVM.
The CPG, Compounding of Drugs for Use in Animals (CPG 7125.40), was issued in final form
without allowing opportunity for comments. This, as I understand, is a violation of FDA Good
Guidance Practices. There are many requirements of this CPG that are extremely problematic
and should have a comment period before being put into effect. Of these, the FDA’s prohibition
of the use of bulk active pharmaceuticals is of most concern to me. I understand limiting or even
prohibiting the use of bulk active pharmaceutical compounding for food producing animals but
to extend the prohibition to pharmaceuticals used in compounding for personal pets is not only
extreme but unreasonable. In my practice we often work with local veterinarians to help treat
conditions common in elderly house cats. Why would the FDA want to stop this?

T ask that you withdraw the CPG and reissue it in draft form. Doing this would allow
veterinarians, pharmacists, and pet owners to comment on its provisions before it is implemented.

I thank you for your attention to this matter.

Sii y.

David Rochefort, RPh.

Cc: Mark McClellan, Senator Judd Gregg, Senator John E. Sununu, Representative Charlie Bass

Compounding Pharmacists
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February 10, 20?4

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sundlof:

I am writing because I am cencerned for the future of compounding.- 1 have recently been - made aware that the.
U.S Food and Drug Administration (FDA) Center for Veterinary Medicine (CVM) recently issued a
Compliance Policy Guide (CPG) on compounding for animals that disallows all compounding from bulk
pharmaceutical ingredients, a standard that is much more restrictive than the FDA's policies governing
compounding for hurnan patients...

1 am concemned because:
1. 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.

3. 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. - There are many medications that veterinary patients need that are only-
provided by compounding pharmacists. If this issue stands there will be many pet owners that lose a
loved or see a loved one suffer, due to lack of appropriate medication

] ask that 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,

Autumn S. Wells, Pharm.D., RPh
Community Pharmacy Resident.

cc: Mark McClellan, FDA Comunissioner
cc: Representative Rick Boucher

cc: Senator George Allen

ce: Senator John Wamer .

cc: JACP



2609 N. Duke Street, Suite 103
Durham, NC 27704
919-220-5121 FAX 919-220-6307

Bill Burch, RPh, FACA  Jennifer Burch, Pharm. D. CDE  Sloan Barber, Pharm. D.

October 26, 2003

Dr. Stephen Sundolf, Director

Center of Veterinary Medicing

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

Rockville, MD 20835

-

Dear Dr. Sundolf:

The FDA'’s prohibition in this CPG against compounding from bulk active e pharmaceuticals
is extremely problematic. It is essential that pharmacists be allowed to compound for non-
food producing animais from bulk drug substances. If you have ever tried to give a cat
medication by mouth you would understand the difficulty many cat owners experience.
Seeing your dog have uncontrolled seizures is not a pleasant sight. Each of these examples
requires compounding from bulk pharmaceuticals. These are just two simple examples of
the situations that present daily to the veterinarian and compounding pharmacist. Without
the ability to compound from bulk pharmaceuticals there is no solution for these owners.

CVM issued the Compliance Policy Guide in final form without allowing opportunity for
comments, in violation of FDA Good Guidance Practices. As previously stated many
requirements of this CPG are extremely problematic and deserve a comment period before
being put into effect. Please extend the courtesy of a comment period so you may hear why
this policy needs to be revised.

Again as a courtesy the many pet owners in this country please withdraw the CPG and
reissue it in draft form to allow pharmacists, veterinarians, and pet owners to comment on its
provisions before being enforced.

Sincefely,

William Burch, RPh, FACA

Cc: Dr. Mark McCellan, Commissioner FDA
Sen. Elizabeth Dole
Sen. John Edwards
Rep. David Price



ULl LDf 20U 1 L. 3D t ¢ YIDIULED PIUNE P UIKUG GUMPUOUN rauae b
II Tz . E I Moniort Compounding Center, Inc.
105 North Perry Street Phone: 770-963-2813
Lawrenceville, GA 30045 FAX : 770-963-0166

October 3, 2003

Mark McClellan, MD, Ph.D.
FDA Commissioner

Dear Dr. Mark McClellan.

I thought you should receive a-copy of the leiter faxed to Dr: Stephen F Sundlof. This
issue is of great importance to all pharmacists, veterinanaps, and pet owners.

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. Sundlof,

Iam wntmg t}us letter in response 1o the Comph&nca-Pahcy Gmdr: (CPG) tha

>

Many of the requirements of the CPG are ext eme“' "seb..... as:‘c aaé-..ée.en'e 2 comment
ncnnd before put intn offact

FDA’s prohibition in this CPG against eompcunding from bulk active pharmaceuticals is.
extremely problematic. It is essential that pl armacists be allowed to compound for non-
food pmducxmz amm:-tkﬁmrbr_rl}gszrg snhstances, While ‘r’alé}.‘.!!}" with losal
veterinarians, we have saved many of cur pet patients. This would not have been possivie
without the use of bulk drug substances that the FDA would like 10 ban. This is much
morc restrictive than compouinding for humars. T do noi understand why the FDA wouid

want to put these animals in jeopardy.

I would like to request that the FDA withdraw the CPG-and reissue it in draft form-to.
allow pharmagcists, veterinarians and patients .0 comment on its provisions before it is
implemented.

A

Sincerely, —~ N
:&au,u_bb f/(/b.,t-{so& Fliaana i
Lauric B. Wamack, Phasm.D.

Cc: Mark Mc¢Clellan, FDA Commissioner
Cc: Rep, David Scott
Cc: Senator Saxby Chambliss
Cc: Senator Zell Miller
Fo Doeuntomn Lowmomeonitly s the Histavic Gounthonse Sgaare.

SR TS T T r v v vyww v




Lt AU LUUMN AL 1D { +U3JOJU1L0D

MUINF U UIRUG LUMPUUN ALt

3]}

- ——— Ne__

Monfort Comipounding Center, inc.
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105 Noeth Peery Street - Phone: 770-963-2813.

Lawrencevile. GA 30045 FAX : 770-963.0i64

October 3, 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. Sundiof,

I am writing this letter in response-to the Coripliance Policy Guide (CPG) that was.
recently issued in final form. This is in violation of the FDA Good Guidance Practices.
Many of the requirements of the CPG are extremely problematic and deserve a comment..
period before 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. White warking with-local.
veterinarians, we have saved many of our ients, Thi 3
without the use of bulk drug substan

more restrictive than compounding for humais.
want to put these animals in jeopardy.

| would like to request that the FDA -‘withdravs the CPG and reissue it in draft form to
allow pharmacists, veterinarians and patients to comment on its provisions before it is
implemen;ed.

Sincerely,

- 1A LoDt
Cf/\auwﬁzg. s ck, f’mfw’“'}

Laurie B. Wamack, Pharm.D.

Cc: Mark McClellan, FDA Commissioner
Cc: Rep. David Scott '
Cc: Senator Saxby Chambliss—

Ce: Senator Zell Miller

T Dacretormse Loumrmeenitle nu the Histovie (Pounthomse Sguare.
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Sugan McCoy, Rph

117 Blackbridge Drive
Brandon, MS 39042
Phene (601) 825-7901
Mccoyrebei@aol.com

Febhuary 5, 2004

Dear Sirs,

1-have been informed that the Centerfor Veterinary Medicine has issucd a Compliance Policy Guide in
final form without allowing opportunity for comments, which is ir violation of the FDA Good Guidance

“Practice. Many requirements of this Compliance Policy Guide are extremely problematic and deserve a
comunent period before being put into effect

The FDA's prohibdition in this Compliance Policy Guide against compounding will pose extreme problems
in the medical health of our veterinary patients. It is essential that the pharmacist be allowed to
+-compound for non-food producing animats from bulk drug substances.

Lf we are prohibited to compound certain palliative drugs such as potassium bromide many of ¢ur canine
patients will have uncontroliable and potentiatly deadly seizures. This is a life threatening problem. For
some of the pets, loved like family, there is 0o other alternative.

Therefore, we are asking you to please withdraw the Compliance Policy Guide and reissue it to allow
‘pharmacist, veterinarians, und patients to comment on it'sprovisions before it is implemnented.

Thank you for the urgent reconsiderauon in this matter.

Sincerely,

L 2y A

Susan McCoy, Rph

LT Mark McClellan, FDA Commissioner
cc: Trent Lo, Senator

-ec: " Thad Cochran, Senator
cc: Chip Pickering, Representative
<c: 1ATP
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David McCoy, Rph
119 Blackbridge Drive
Brandon, MS 39042
“Phone (601) 825-7901
Mccoyrebel@aol.com

February S, 2004

Dear Surs,

“Thave been informed that the Center for Veterinary Medicine has issued a Compliance Policy Guide in
final form without allowing opportunity for corunents, which is in violation of the FDA Good Guidance

“Practice. Many requirements of this Compliance Policy Guide are extremely problemuatic and deserve a
comment period before being put into effect.

The FDA’s prohibition tn this Compliance Policy Guide against compounding will pose extreme problems
in the medical health of our veterinary pauents. It is cssential that the pharmacist be attowed to
- cosipound for non-food producing animuils from bulk-drug sabstances.

If we are protubited 10 compound certain palliative drugs such as potassium bromide many of our camine
“paticats will have unicontroliable and potentially deadly seizures. This 15 a life threatening problem. For
sorne of the pets, loved like family, there is no other aliemative.

Therefore, we are asking you to please withdraw the Compliance Policy Guide and reissue it to atlow
_phaanacist, velerinarians, and paticnis 0 cominent-on it's provisions before it is implemented.

Thank you for the urgent reconsideration in this mater.

Smlgefe{y,

[ R

David McCoy, Rph

-oc: Mark McCledlan, FDA: Commissioner
cc: Treat Lott, Senator

~c¢ Thad Cechran; Senator
c¢: Chip Pickering, Representative
. [ACS
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Beau Haden, Pharm D
406 Castlewoods Bivd.
Brandon, MS 39042
_ Phone (601) 468-6502
“beauhadeni@hotmail com

February 5, 2004

Dear Sirs,

1 have been informed that the Center for Veterinary Medicine has issued 1 Compliance Policy Guide in
“final form without allowing opportunity for comments, which is in violation of the FDA Good Cnidance
Practice. Many requirements of this Compliance Policy Guide are extremely problematic and deserve a

“tomment period before being put into effect.

The FDA’s protubition in this Compliance Policy Guide aganst compounding will pose extreme problems
In the medical heuith of our-veterinary paticnts. It is essential that the pharmacist be allowed 1o
compound for non-food producing anumnals from bulk drug substances.
f we are probibited 1o compound certain palliative drugs such as potassium bromide many of our canine
patents will have uncontrollable and poteatially deadly scizures. This is a life threatening problem. For
-some of the pets, loved like family, there is no other aliernative.

Theretore, we are asking you 1o please withdraw the Compliance Policy Guide and reissue it to allow
phasmacist, veterinarians, and patients to-commens on it’s provisions before it is implemented.

Thank yon for the urgent reconsideration in this matter.

Siacerety,

/,{;
A - /.
/,/ 72 %f[%\

Beau Hadea, Pharm D

-oc: Mark McCleHan, FDA Commissioner
cc: Trent Lott, Senator

oc: Thad Cochran, Senator
tc: Chip Pickering, Representative

T JACP
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- Lindsey Tackett

- Compounding Techmician
116 Golden Estates Drive
Brandon, MS 39042
Phone (601) 825-4520

@asicom

February 5, 2004

Dear Sirs,

I have been informed that the Center for Veterinary Medicine has issued a Compliance Policy Guide in
- -finad form without alfowing opportunity for conmments, which is in violation of the FDA Good Guidance
_ Practice. Many requirements of this Compliance Policy Guide are extremely problematic and deserve 8
-~cetunent peniod before being put nto cffect.

The FDA's prohibition in this Compliance Policy Guide against corapounding will pose extreine problems
“In the medical heatth-of oar veterinary pstients. - 1t is essential That the pharmacist be aflowed 1o
compound for non-food producing animals from bulk drug substances.

1f-we are prohibited to compound certatn pattiative drugs such a5 potassium bromide many of our canine
paticnts will have uncontrollable and potentially deadly seizures, This is a life threatening problem. For
—sothe of the pets; toved like family, there-isno other aliernatve.

Fherefore, we are aslang you to please withdraw the Compliance Policy Guide and reissue it (o allow
' -pharmaacist; veterinarians, udd patients 1o comment on it's provisions before 1t is implemented.

Thunk you for the urgent reconsideration in this matter.

Sinderety,
Lindsey Tuckett

<¢: Mark McClellan, FDA Commissioner
cc: Trent Lott, Senator

oo Thad Cochran, Senator

oc: Chip Pickenng, Representative

o HACE
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-Stephanie P. Black, Pharm D
5N-Acemn Lane

Brandon, MS 39047

Phone (601) $19-263%8
SPaigeblack@hounail.com

Febhuary 5, 2004

Dear Sirs,

1 have been infornied that the Center for Veteninary Mediciné has issued a Compliance Policy Guide in
. final form without allowing opportunity for comments, which is i violation of the FDA Good Guidance
“Practice. Many requirements of this Compliance Policy Guide are extremely problematic and deserve a
commeal period before being put into effect,

The FDA's prohibition in this Compltimnce Policy Guide against compounding will pose extreme problems

in the medical heaith of our vewerinary patients. It is essential that the pharmacist be aliowed to
~compound for non-food producing amimats from butk drog substances,

Lf we are prohibited to compound cenain palliative drugs such as potassium bromide many of our canine

patients witt have uncontrollable and potentially deadly seizares. This is a life threatening prohlem. For

some of the pets, toved like family, there is no other alierative.

Therefore, we ase-asking you to-please withdraw the Compliance Policy Guide and reissue it to allow
pharmagist, veterinsrians, and patients to comment og it's provisions before it 1s implemented.

Thank you for the urgent reconsideration in this matter.

. - N //'J
) a,:g &
Siphanic P. Bixck, PRsn D\

~oc; Mark McClellan, FDA Commissioner
cc Trent Lott, Senator
¢! Thad Cechran,-Senator
cc: Chip Pickening, Representative
tc. JACP
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g a ﬂph
3954 Eastling Drive

J n, MS 39211
Phone (601) 368-9927
C 3@30‘:001“

February 5, 2003

Dear Sirs,

“Ttave been indormed that the Center for Veierinary Mediciag has issued 2 Compliance Policy Guide in
* final form without allowing opportunity for comuments, which is in violation of the FDA Good Guidance
“Practice: Many requircrments of this Compliance Policy Guide are extremely problematic and deserve a
coinment period before being put into effect.

The FDA's prohibition in this-Comptiance Policy Guide against compounding will pose ¢xtrerne problems
wn the medical health of our veterinary patients. It is essential that the pharmacist be aliowed to
- compound for non-food producing animals from bulk drup substances.

If we are prohibited to compound certain palliative drugs such as potassiwun bromide many of our canine
“patients will have uncontrolisble snd potentially deadly seizures. This is a life threaterung problem  For
some of the pets, loved like family, there is no other alternative.

Theretore, we are asking you to please withdraw the Compliance Policy Guide and reisstie it (o altow
-pharmacist, veierinanians, and patients to comment-on it’s provisions before it is implemented.

Thank you for the urgent reconsideration in this matter,

Sin&wly,

/7 74
LZZW/ 4

Chris Couey, Rph

& Mark McClellan, FDA Commissioner
cc: Treat Lont, Senator

cc: Thad Cochran, Senator

oc¢: Chip Pickering, Representative
e -JACP
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- Ropme Bagwell, Rph

1042 River Ouks Drive
Flowood, MS 39232
Phone (601) Y32-5434
Fax {601) 936-2166

“RBagwell@martyspharmacy com

February 5, 2004

Dear Sirs,

| have been informed that the Center for Vereriaary Medicine has issued a Compliance Poficy Guide in
_ final form without allowing opporiunity for comments, which is in violation of the FDA Good Guidance
“Practice. Many requircments of this Complunce Policy Guide are extremely problematic and deserve a
comument period before being put into effect,

~THe FDA’s profubition ia this ‘Complinnce Policy Guide against compounding will pose extreme problems
in the medical health of our veterinary patients. It is essential that the pharmacist be allowed to
-compound for. non-foed producing animats from bulk drug substances.
it we arc prohibited to compound certain palliative drugs such as potassium bromide many of our canine
“patients will have uncontrofiabie and potentially deadly seizures. This is a life threatening problem. For
some of the pets, loved like family, there is no other alternative.

Therefore, we are asking you to please withdraw the Compliance Policy Guide and reissug il to allow
~pharmacist, veterinarians, and paticats to comment on it's provisions before it is implemented.

Thank you for the urgent reconsideration in this matter,

s

Ronnie Bagwell, Rph

Si

cc: Mark McClelian, FDA Commissioner
cc: Trent Lott, Senawor

tc: Thad Cochran; Senator

cc: Chup Pickering, Representative

cc: IACP
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B. RANDALL BRYANT, JR.

February 23, 2004

Dr. Stepben Sundlof, Ditectar,

Center for Veterinary Medicane

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

Rockville, MDD 20855

Dear Dr. Sundlof,

The US. Food and Drmg Admisusuation (FDA) Ceater for Veterinary -Medieine (CVM)- recently issued o
Compliance Policy Guideline (CPG) on compomdmg for animals that disallows all compounding form bulk
pharmaccuncal ingredicnts,. a standard that is mwwch .mose restrictive. that -FDA'S- policies - governing.

compounding for human pasents.

CVM issned. this .Compliance Policy .Guidehine - (CPG) - in final form - without -allowing opportunityfor
comments, in violation of FDA Good Guidance Practices. Many requirements of this CPG are cxtremely
problematic and desecve a comment petiod before beap putinte effect. -

s prohibition in this CPG against compounding. from. bulk- acnve pharmaccuticals- is extremely
problematic. It is esscatial that pharmacists be allowed to compound for non-food producing animals fom
bulk drug substances. Every day in our pharmacy, wc help animals tcccive vital care they geed by
individualizing doses and dosage forms 1o suit their size and species. Because manufactuters rarely mke the
time and expense to .make avalable approprate. size and streagths available for the hundreds of different -
species, many animals, including pets and zoo animals, would not receive apptopdate medical attention. Our
socicty eajoys the companioaship of mmalsmimdepmxe.dzem.oi medical attention is o disgrace.

1 am ssking FDA to withdraw the CPG and reissue it in draft form 10 sllow for pharmadists, veterinarians, and
animal owners to comment on. its pravisions befoce it is implemcnted.- -

Sincerely

Physician Liaison
The Apothecary

cc: Mark McClellan, FDA Commissionex

cc:  Scoator john Wamer

cc: Senator George Allen

cc: Representstive Bob Gooedlane -

cc: Intemational Academy of Compounding Phurmacists

7239 EAST POINT ROQAD ¢+ ELKTQON, VA - 22827
PHONE- 540-246-3952 + E-MAIL OQH2RANDALL @AOL.COM
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March 4, 2004

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine,

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

Rockville, MD 20855

Dear Dr. Sundlq'f :

The CMV 1ssued a Compliance Policy Guide (CPG) in-final form without feedback: The-CRG-.
content needs comments and feedback prior to the CPG being put into effect. The most
disturbing Tequirement-in the CPG prohibits compounding from bulk drug substance. The
veterinanans in this country have a huge need for compounded medications. Pharmacists
should be allowed to compound from bulk drug substances.

Please withdraw the CPG and listen to the veterinarians and pharmacists.

. Sincerely,

Barbara Beaty ? W

Vice President -

cc  Mark McClellan, FDA Commissioner
Senator Dianne Feinstein (D-CA).
Senator Barbara Boxer (D-CA)
Representative William Themas (R-CA 22°%,
International Academy of Compounding Pharmacists

ATNE QA CmAs DT L Bl e ArmAr DAV AAEIE . BeLf A0 S A MLy mmniie ARARA ACAA iemy men eeAn iame mam L -
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March 1, 2004

Dr. Stephen Sundlof, Di

Center for Veterinary Medicine

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

Rockville, MD 20855~

Dear Dr. Sundlef:-

The-CMV issued 2 Compliance Policy Guide (CPG) in final form without feedback. The CPG
content needs comments and feedback prior to the CPG being put into effect. The most
disturbing requirement in-the €PG prohibits compeounding from bulk- drug-substance.. The . .
veterinarians in this country have a huge need for compounded medications. Pharmacists
should be allowed to compound from bulk drug substances:.

Please withdraw the CPG and listen-to the veterinarians and pharmaciits.

‘ Sincerely, . .
5‘(-:2»(/ /&"Nw

Bill Redman
Vice President of Marketing and Sales

cc:  Mark McClellan, FDA Comnmaxe;,’ toRer
Senator Dianne Feinstein (D-CA)
Senator Barbara Boxer (D-CA)-
Representative William Thomas (R-CA 22")
International Academy of Compounding Pharmacists

' CtLRT L LRt 2 PLUSTDFRICE BOX 30538 - BAKEPSFE.D CAUFORNIA 93380-USJE + 1E61) 198-2866 » (681) 387710 Fas
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February 24, 2004

Dr. Stephen Sundlof; Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sundl?f:

The récéent Compliance Policy Guide issued by the-Center for Veterinary Medici
regarding the use of bulk compounds for non-food animal compounding will be very
problematic. With the continued-exodus of major manufacturers from the veterinary-.
market, this restriction will make the delivery of humane care to animals by veterinarians
and pharmacists very difficult. It also seems the 1ssuance of this Policy Guide without
public comment is in-direct conflict with the FDA Good Guidance Practices. Please
withdraw this Policy Guide and allow for public comment. The public and those carning

. for amimals deserve the chance to express their concerns and provide some rational
thought on the subject. .

Sincerely,

b Cams

Bob Campbell, Pharma¢

cc: Mark McClellan, FDA Commissioner
Senator Dianne-Feinstein (D-CA)
Senator Barbara Boxer (D-CA)
Representative William Thomas (R-CA 22™)
International Academy of Compounding Pharmacists

‘ 1315 BOUGHTON DRIVE - POST OFFICE BOX 80538 » BAKERSFIELD, CALIFORNIA 933B0-0538 » (661) 399-8888 * (661) 387-7140 FAX

TOTAL. P.B2



Leoe [T %Y IVR) chRNMaAJLN Lommoine Y U FPAGE A1

706 3 Steat. .

Langdon, ND 58249 -
701-256-3330

888-757-2144
Pax: 701-256-5720

v esegvee

Langdon Community Drug

March 3, 2004 .

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. S\Inilof.

I am writing in response to-the roccat Vetcrinary Compliance Policy Guide that was issued Asa
Compounding Pharmaciet and concemed citizen 1 ask that the FDA withdraw the Vet CPG and
teimoitindn&RuTL

CVM issued this Compliance Policy Guide (CPG) in final form without allowing opportunity for
comments, in violation of FDA Good Guidanoe Practices. Many requirements of this CPGare
mmm;wmmmm‘

FDA'’s prohibition in this CPG against componnding from bulk active pharmaoccuticals is extremely
prodicmatic. It is essential that pharmacisis be allowed to compaund for non-food producing animals
from bulk drag subsiances.

Plessc withdmw the CPG and reiseue it in drafi form to allow for phanmacists, veterivanans, snd
paticnis to comunent on its provisions before it is innplemented. .

Swh,
Roxanne R. Felch, R Ph. \
Compounding Pharmacist

Ce: Mark McClellan, FDA Commissioner
Dr. Michael Chaddock, Director of AVMA'’s Governmens Relations
Senator Kent Conrad
Senator Byron Dorgan

Congressman Easl. Pomeroy
IACP

Old Time Pharmaxy ...
mn sl !I ] - ¢ @ ® 3§ ® ¢ - @ - - 4+ & & 2 S a a a & =2 a » = » » - >
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FAX NO. Mar. 16 2004 B3:28PM

DEGARMO’S COMPOUNDING PHARMACY
1907 HARRISON AVENUE N.W.
OLYMPIA, WA 98502
PHONE: (360) 709-9999
E-MAIL: makeitup@e omeast.net.
FAX# (360) 705-2869
Web Site: wwmﬁnmmmm:om\

March 16, 2004 .

Dr. Stephen F.Sundlof, Director

Center for Veterinary Medieine.

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

Rockville, MD 20855

Dear Dr. Sundiof:

T am a compounding pharmaeist whe is very concerned with.the guidelines issued
by the CVM, It does not allow the opportunity for us pharmacists to comment
which is in violation of FDA Geed Guidanee Practices, Many requirements of this
CPG arc very prohlematic and a comment period should be done before putiing this
into place,

FDA'’s prohibition-in this CPG against componnding frony bulk active
pharmaceuticals is extremely problematic. It is essential that pharmacists be
allowed to compound for nen-foed preducing animats frony bulk drug substances.

T am asking the FDA to-withdraw the CPG and-reissue it i drafe form to allow for
pharmacists, veterinarians, and patients to comment on its provisions before it is
implemented. -

Sincerely,

il .

Richard DeGarmo R.Ph.

Cc: Mark McClellan, FDA Commissioner
Ce: Senator Patty Murray

Cc: Senator Maria Cantwelh

Cc: Congressman Brian Baird

Ce: IACP

P1
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PH RMACY

501 Raiston St. S
Reno, NV 89503

(775) 3291775
800-525-9119 Dr. Stephen F. Sundiof, Director

Center for Veterinary Medicine
FAX(775)329-6716 | \J S. Food and Drug Administration (HFV-1)
7500 Standish Place

Rockvilie, MD 20855

Re: FDA Vet CPG Response
Dear Dr. Sundlof:

I am writing to express my concern for the Compliance Policy Guide
(CPG). CVM issued this CPG in final form without allowing opportunity
for comments, in violation of FDA Good Guidance Practices. Many
requirements -of the is 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

pharmaceuficals is extremely problematic. 1tis essential that
pharmacists be allowed to compound for non-food producing animals
from bulk drug substances.

| 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,
" . .

(775)329-2000/ (775)329-6716 fax
david@donspharmacy.com

cc: Mark McClellan, FDA Commissioner

Senator Harry Reid
Senator John Ensign
Representative James Gibbons
IACP
-
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Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dr. Stephen Sundlof-

I am writing in response to the Center-for Veterinary Medicine's issued\
Compliance Policy Guide without allowing an opportunity for comments. There are
many requirements of the CPG that need to-be further addressed.

The FDA’s ban on compounding from bulk active pharmaceuticals for non-food producmg
animals may lead to a major veterimary emergency. Since many pharmaceutical companies are
discontinuing a wide range of medications, it is leaving a great void to fill for the veterinarian in order to.
care for their patients. Without a compounding pharmacist, many animals will be unable to be treated.
This may lead to many animals to be inadequately treated leading to prolonged-disease, pain,
unnecessary suffering. We compound for humans using bulk drug substances and sec great results that
can’t be met elsewhere due to large pharmaceutical companies not seeing a -huge profit- margmn m the
medications or phasing out their older drugs.

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

E,\ij R¥__

Bart Tipton RPh

Optimal Compounding Pharmacy
2000 Truxtun Ave.

Bakersfield, Ca 93301

(661) 716-2673

cc: Mark McClellan, FDA Commissioner; cc: Dianne Feinstein Sen; ¢c: Barbara Boxer
Sen.; cc: Bill Thomas Rep.; cc: IACP.

TOTAL P AL



Carol Lee Freedman
302 Lark Drive Newark, DE 19713

Stephen F. Sundlof, Director December 3, 2003
“Ceuter-for Veterinary Medicine

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

7500 Standish Place

Rockwille, MD 20855

Dear Br. Sundlof:

I am an employee of a pharmacy that compounds prescriptions for animals. 1 want to comment on the recent revision to
‘the Compliance Policy Guide 7125.40; section 608400, that was mitiated by the FDA Ceuter for Veterinary Medicine. [ believe
this directive will have many negative repercussions for animal patients, clients, and veterinarians.

“On 2 daily basis we interact-with-people-who-cannot thank -uscnough-for the-service we offer. That service is customizing
their pet's medication into the appropriate dose for the animal's size and into a form the animal will readily take. Not only do we
prepare capsules to fit the individual needs of the paticnt, we compound flavored tiquids; chewable medications, and transdermat
gels. In most cases we would probably be unable to provide a usable product, if we have to crush tablets to obtamn the active

“ingredient. The use of bulk chemicals is key to preparing most-of these prescriptions into a pharmaceutically elegant product that
can be administered to the animal by a family member.

“Tn addition to having their prescriptions tooking; smrelling, feeting, or tasting good; clients and veterinarians have to
consider the financial impact of medicating anitmals. Compounding from commercially available products would adversely change

“the cost basis for almost all prescriptions. Many peuple are already stretched torthe Himit m-providing medical treattnent for their
pets. If the price of their pet's medication soars, I am afraid people wilt have to reconsider purchasing their pet's prescriptions,
especially mamtenance drugs.

Another consideration is the Fact hat meny drugs important to-the wel being-of an animal are available only as bulk
chemicals. Three of the more commonly used ones are potassium bromide for seizures, phenylpropanolamine for uninary

“Incentinence; and cisapride for megacolon. These fhree are the Ragshipsin the treatment-of the aforementioned conditions,

Quality of life is important for humans and animals alike. By removing the ability of pharmacists and veterinarians to
“prepare prescriptions from balk chemicels, ie FDA may be condemning a vast punibes-of animals to a-shorter life and a-more
difficult existence. It will put stress on families who love their pets but will find themselves in the position of not being able to
~obtain the drugs-their pets need, beeause there are no-comparable-commereidlly manufactred products. Even worse-for many
families, they may have to make the decision to put their pets "to sleep,” if they cannot afford the compounded medications
necessary to maintain health.

“Please review the jatest CPG, and considerthe effect it will have on themudtitude of families who bave pets in need of one
or more compounded medications. I believe veterinarians and compounding pharmacies should have the right to compound

~prescriptions from bulk chemicals.

Thank you,

WA

Cerol Lee Freedman
cc: Senator Joseph Biden
tor Thomas Carper
-Michael Castle
Mark McClellan, MD, Ph.D, FDA Commissioner
IACP

2-d LLBP-BSE 20€ uewpeadd urnjen dgeQ:11 E0 EO 224



Professional Arts Pharmacy
‘ Prescription Compounding Specialist
Eric Vidrine, P.D. FA.C.A. Mandie Romero, P.D.

Germaine Robinson, R.Ph  David Mayer, P.D.
Kevin LaGrange, R.Ph  Lynn Darby, P.D.

November 26, 2003
Subject: Veterinary Pharmaceutical Compounding

Dear Senator or Representative:

The Center for veterinary medicine, U.S. FDA has issued a Compliance Policy
Guide which threatens the pharmacists ability to formulate many medications for
veterinary patients (pets).

CVM issued this CPG in final form without allowing opportunity for comments, in
violation of FDA Good Guidance Practices. Many requirements of the 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.

Please withdraw the CPG and reissue it in draft form to allow for pharmacists,
veterinarians, and owners of pets who need alternative treatment options to
comment on its provisions before it is implemented.

Respecitfully,

Professional Arts Pharmacy

620 Guilbeau Rd., Ste. A

Lafayette, LA 70506

Ph 337-991-0101

Fax 337-991-9844

cc: Mark McClellan, M.D. Ph.D. FDA Commissioner at 301-443-3100
ce: IACP at 284-495:-0602 .

cc:Representative Chris John cc:Senator John Breaux
cc:Representative Billy Tauzin cc:Senator Mary Landrieu
cc:Representative David Vitter

cc:Representative Richard Baker

‘ 620 Guilbeau Rd., Ste. A - Lafayette, LA 70506 - Ph. 337.991.0101 1-888-237-4737 - Fx. 337-991-0151

Customized Dosing - Transdermal Gels » Natural Hormone Replacement + Discontinued Formulations - Pain Management Medications
Preservative-Free Medications * Sustained Release Capsules + Urological Medications + Dermatological Specialties
Flavor Specialization + Custom Nebulization Solutions + Medicated Lollipops » Dental Preparations « Veterinary Specialties



Coampounded Prescriptions. @ Reaplestory Phasmacy & IV Therapy-

PHARMACY 4. Problem-Solving Pharmacy Since 1987"
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Wednesday, November 12, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine.

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

Rockville, MD 20855

Dear Dr. Sundlof,

This letter la.in reference to the recently issusd Compliance Policy. Guide (CPG).
regarding compounding medications for animals. It is my bellef this guideline threatens the
ability for my pharmacy-to compound medlcations for-my veterinary paﬂen)(s.

My main concerns are stated bslow for this CPG:

—. lesued.inits final form without opportunity for comments, which Isin direct-
violation of FDA Good Quldance Practices.

- Prohibits us from using bulk active pharmaceuticals to compound
‘ medications- for non-food producing animals. As 8 result, our non-food.

producing patlents will suffer. ;

Examples:
«. Three orangutans at local zoo would have died from a bacterlal
infection since they only accept medication mixed into a grape jelly'base.
The. antiblolic prescribed Is not commercigily available in this form.
o Dosagas of commerclally avallable prescriptions are inappropriafe, ie.
use of Piroxicam for arthritlc canines, .

The requirements of this CPG are extremely problematic and deserve a comment
period before being put into effect. -Please withdraw this CPG and relssue It in draft form to .
allow pharmacists, veterinarians and patlent caretakers to comment on its provisions before itis
Implemented.

Compaundlng Pnammgj

cc: Mark McClellan, FDA Commlssloner/
Sam Brownback, Kansas. Senator )
Jim Ryan, Kansas Representative
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Dr. Stephen Sundlof Dtrector
. Center fot Veterinaty Medicine
" - . U.S. Food and Drug Adminjstration (HFV-1)
7500 Standish Place
Rockville, Md 20855

The CVM: has recently 1ssued a Compliance Policy Gu:de on compoundmg for animals that
threatens the ability of pharmacists to continue compounding medications for veterinary patients.
This CPG was issued without allowing ari opportunity for comments, which is in violation of FDA -
Good Guidance Practices. Many requirements of this CPG are problematic and deserve a
comment period before being put into effect.

The FDA’s prohibitioﬁ in this CPG agéinst compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that pbarmacists be:allowed to compound for veterinary .
patxents from bulk drug substances.

Kalchem International is requesting the FDA to withdraw the CPG and reissue it in draft form to
allow for pharmacists, vetermanans and patients to comment on its provxsxons before it is
implemented.

(J(/J% /j ”VL/

hen Tabor, President . ce:Mark McCleIlan,EDA Commxsswner

‘

» James Inhofe
~ Kalchem International, Inc. - TomCole
224 S. Main Street, Suite B - Don Nxckles

Lindsay, Oklahoma 73052
(405)756-8033 Fax-(405)756-2373




ED'S rmm;v
3740 CARTWRIGHT RD

MISSQURI CITY, TX. 77459

Phonc 281-190.4555 T
Fux 281-499-7088
WWW EDSPHARMACY .COM-

November 10, 2%03

Dr. Stephen Sundlof,Director

U.S. Food and Drug Administration (vaﬂl)
7500 Standish Place

Rockville, MD 20855

1 am concerned with many of the requirements of the Compliance Policy Guide. The prohibitian.
of compounding from bulk pharmaceuticals for non-food producing animals is extremely problematic -
for myself, veterinarians,and patients. .Some examples of bulk compounds include, Potassium Bromide
for dogs with epilepsy, Phenylbutasone for inflammation in dogs, and Metronidazole Benzoate for many
types of infections in dogs and cats. Please withdraw the Compliance Policy Guide and reissuc it in draft
form to allow comments from veterinarians, patients, and pharmacists.

Sincerely, /

: r
e
Ed Sziy, R.Ph.Dwner

Ed’s PhaTmacy
ESZTY @houston.ir com.

cc: Mark McClellan, FDA Commissioper
cc: Sen. Kay Bailey Hutchison
¢c: Sen. John Com
cc: Rep. Tom Del
cc: LTCP
}

TOTAL P.B1



Dr. Stephen Sundlof

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

Rockville, MD 20855

Dr. Sundlof,

I am very concerned with recent developments regarding your CPG. for veterimary-

prescription compounding. This guide your administration has developed will do harm to

many people involved such.as veterinarians; pharmacists, and-cspecially our paticnts.
The following are concerns [ have with the guidance.

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

2. FDA’s prohibition in this CPG against compounding from bulk active
pharmaccuticals is extremely problematic. It is essentia) that pharmacists be -
allowed te compound for non-food producing antmals. from bulk druy substances:.

I can cite many examples of situations in which the compounding of prescniptions -

from bulk drug substances for cats; dogs, and ether pets have-undoubtedly
improved the animal’s quality of life as well as the owner’s.

In closing, 1 am asking the FDA to withdraw the CPG and reissue it in draft form to allow -

for pharmacists, veterinarians; and patients to-comment o its provistons before it is
implemented. :

es McCoy, R.P

839 Judge Ely Blv
Abfene, TX 79601
(325) 677-2300 fax (325) 677-6800

¢s McCoy’s Diug St%

cc: Mark McClellan, FDA Commissiener

cc: Senator John Comyn (R-TX)

cc: Representative Charles Stenholm (B-1X 17"y

cc: International Academy of Compounding Pharmacists
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Dr. Stephen Sundlof

Director Center for Veterinary Medicine
U.S. Food and Drug Administration {HF V-1)
7500 Standish Place

Rockville, MD 20855~

Dr. Sundlof,

I am very concerned with recent developments regarding your CPG for veterinary

prescription compounding. This guide your administration has developed will do harm to -

many people involved such as veterinarians, pharmacists, and cspecially-our patients.
The following are concerns I have with the gpwdance.

1. CVM issued this Compliance Policy Guide (CPG) in final form without allowing
opportunity for comments, in violation of EDA: 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 compounding from bulk active
pharmaccuticals is extremely problematic. - It s essential that pharmacists be
allowed 1o compound for non-foed producing animals from bulk drug substances,
1 can cite many examples of situations in which the compounding of prescriptions
from bulk drug-substances-for cats, dogs, and other pets-have undoubtedly ~
improved the animal’s guality of life as wellas the owner’s.- '

In closing, ] am asking the FDA to withdraw thc CPG and reissue it in draft form to allow -

for pharmacists, vetennarians, and patients to comment on its: provisions before il is
implemented.

Jason Heuerman, R;Ph.,.thP.

Pharmacist
James McCoy’s Drug Store

839 Judge Ely Blvd.

Abilene, TX . 79601

(325) 677-2300 fax (325) 677-6800

cc: Mark McClcllan, FDA Commissienc:

cc: Senator John Comyn (R-TX) -

cc: Representative Charles Stenholm (D-TX. 172"}

cc: International Academy of Compounding Pharmacists -

.02



FROM :The Medicine Shoppe #531 FAX NO. @794 S84 6513 Nou. B7 2883 B4:35PM P4

FeMedicine

Stan Leggett, R.Ph.
956 North First Street, Albemarle, NC 28001 -
Phone {704) 983-6176 « Fax (704).984-651}

November §, 2003

Dear Dr. Sundlof,

1} am writing you-out of concern reparding the recent issuance of a Compliance Policy
Guide which was put into cffect without allowing comment, which | understand, is in -
dircct violation of the FDA’s Good Guidance Practices:. Many arens of this CPG deserve -
comment as they have serious consequences.: '

My main aren of concern is the inability to compound prescriptions for non-food
producing animals from bulk drug substances: Many timex there arc na other sources for-
these pharmaceuticals as commercially prepared forms arc nonexistent and must be
compoundcd. -

Pleasc rcconsider withdrawing the CPG and instead reissue it in draft form ta allow
. veterinarian pharmacists and paticnt owners to comment on its provisions.

Sincercly,

Stao Leggett
Registered Pharmacist

ce:

Mark McClellan, FIDA Commissioner
Scnator Elizabeth Dale -

Senator John Edwards
Representative Robin Hayes--

What A Pharmacy Was Meant To Be®




FROM :The Medicine Shoppe #531 FRX NO. 784 9B4 6513 Now. @7 2083 B4:34PM P2

%Medicine
® Shoppeé

Stan Leggett, R.Ph.
956 North First Streer, Albemarle, NC 28001
Phone (704) 983-6176-s Fax-(704) 984-6513-

November 5. 2003

Dear Dr, Sundlof:. -

) am writing you out of concern regarding the recent issuance of a Compliance Policy
Guide which was put into-eflect without allowing comment. which 1 undcrstand, is in.
dircct violation of the FDA’s Good Guidance Practices. Many arcas ol this CPG deserve
comiment as they have serious consequences.

My main arca of concern is the inability to compeund preseriptions for non-food
producing animals from bulk drug substances. Many timcs there are no other sources for -
these pharmaceuticals as commercially prepared forms are nonexistent and must be.
compounded.

Please reconsider withdrawing-the CPG and instead reissue it in draft form to allow:
veterinarian pharmacists and paticnt owners to comment on its provisions.

Sincercely,

1.isa Kiker
Registcered Pharmacist

cc:

Mark McClelan, FDA Commissioner
Senator Elizabeth Dole

Senator John Edwards
Representative Robin Hayes

. What A Pharmacy Was Meant To Be®



FROM :The Medicine Shoppe H531 FAX ND. :7D4 9B4 6513 Nov. D7 2083 B4:34PM P3

¥&Medicine
® Mioppew

Stan Leggett, R.Ph.
956 North First Strect, Albemarle, NC 28001
Phone (704} 983-6176-» Fax (704) 984-6513

November §, 2003

Dear Dr. Sum*lul‘;

1 am writing you out of concern regarding the recent issuance of a Compliance Policy.
Guide which was put into effect without allowing comment, which I understand, is in -
direct violation of the FDA's Good Guidance Practices. Many arcas of this CPG deserve.
comment as they have serious consequences.

My main area of concern is the inability to compound prescriptions for non-food
producing animals from bulk drug substances.-Many times there are no-other sources for
these pharmaceuticuls as commercially preparcd forms arc nonexistent and must be

cmnpmmred.

Please reconsider withdrawing the- CPG and instead reissue it i draft form: to allow.
veterinarian pharmacists and patient owners to comment on its provisions. .

Sincerely,

Charles Ingram
Registered Pharmacist.

cc:

Mark McClellan, FDA Cormmmissioncr
Scnator Elizabeth Dole

Senator John Edwards. .
Represcntative Robin Haycs

. What A Pharmacy Was-Meant To Be®
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I have a "wall of pictures” of animals from dogs; -cats, birds, guinea pigs, tortoises, ete that the
animal's owners have brought me in appreciation of the medications that I made from their
animals that would otherwise be unavailable to them according to this CPG. With bulk chemicals-,
available, 1 can prepare these products in the correct dose, the best dosage form, and
appropriately flavored for the target-animal. The compounding pharmacist is the best equipped.-
and education professional to prepare these medications

Plese reconsider openning the CPG to-a public comment -period for further: consideratign.

Steven E. Bonham Pharm. B*
Fair Oaks Pharmacy

1051 Grand Ave

Arroyo Grande, Ca 93420
805-489-4235

cc FDA Commissioner Mark McClellan
The Honorable Dianne Feinstein
The Honorable-Barbara Boxer.
The Honorable Lois Capps
IACP




, LIGGETT COMPOUNDING PHARMACY
1053 HIGHWAY 1, PATTERSON PLAZA, PO BOX 236 -
TELEPHONE AND FAX 803-438-8234
YOUR HOME TOWN HEALTH AND WELLNESS CENTER

Dr. Stephen F. Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sum?lof,

I am very concemed about the Compliance Policy Guide concerning compoupding veing bulk drug- ‘
substances. !

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

FDA's prohibition in this CPG against compounding from bulk-active phanpaceuticals is -
exiremely problematic. It is essential that pharmacists be atlowed to compound for non-food preducing °
animals from bulk drug substances. One example that.illustrates this problem js potassium bromide for
seiztire disorder in dogs. Potassium bromide is available only as a bulk drug . Our local veterinarians have
Jprescribed potassium bromide for a number of dogs when other drugs have failed to stop scizures and the
seizure disorder in these-dogs is now controlled. One veterinarian has her own dog on the potassium
bromide.

Please withdraw the CPG and reissue it in draft form to allow for pharmacist, veterinariags, and
patients 1o comment on its provisions before it is implemented.

Sincerely, : .
Chaike # Sl rRFY.
Charles F. Smith R Ph. !

cc:  Mark McClellan, FDA Commissioner
cc. Senator Ernest Holings

cc. Senator Lindsey Graham

cc. Representative Johm Spran

cc 1ACP



LIGGETT COMPOUNDING PHARMACY
1053 HIGHWAY #1, PATTERSON PLAZA, PO BOX 236, LUGOFF, SC 29078
TELEPHONE AND FAX 803-438-8234
YOUR.-HOME FOWN HEALTH AND Wltﬁmmvtfk

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. Smcflof,

L am very concerned about the Compliance Policy Guide conceming compounding using bulk drug- .
substances.

CVM issued this Compliance-Policy Guide (CPG) in.-fimal form without allowing oppostunity for
copyments, 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. [t is essential that-pharmaeists be-allowed:to compound for non-food producing .
epumals from bulk drug substances. Many drugs used to compound for pon-food producing animals, such as -

phenylpropanolamine, diethylstilbestrol, cisapride; potassium bromide, and others areavailable only as bulk;,
drug substances.

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

Sincerely,

Carolyn Jo’c’s, Mhmcm

cc. Mark McClellan, FDA Commissioner
cc. Senator Emest Hollings..

cc. Senator Lindsey Graham

cc. Representative-John Spratt-

cc. IACP
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November 18, 2003

Dr. Stephen Sundlof; Director-

Center for Veterinary Medicine

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

Rockwille, MD 20855 .

Dear Dr. Sundlof:

1 am writing on-behalf of NuCara Pharmacy amd the patients we serve regarding the:
CVM'’s issuing of the Compliance Policy Guide (CPG) in its final form without
allowing opportunity for comments: Issuing this CPG-in-fimal form without commenty
is in violation of the 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, and will result in a lack of access by paticnts/owners ta.
currently-prescribed medicinal formulations. It is essential that phannacists be
allowed to-compound for non-food producing animals. from bulk drug substances;

I am enclusing a hst of veterimarians-and companiomanimat owners that are concernee
that their pet may not be able to receive medically necessary medications, as a result

of this issuance. These veterinarians and caregivers are concemed that their pets with
no longer.be able to receive medications that are specially compounded to ensure
adequate drug delivery, such as transdennal medications dosed through the pet’s ear
and medications incorporated inte chewable treats,.

We are 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,

Bonnie Sadler. ’

(319) 404-1348
bonnie[@nucara.com.

Coiporate Oftice 5770 N MobPac Expressway 1150 Fifth Swreet, Ste. 140 209 Fast San Maman
1002 Sixth Stseet, Box 215 Sunte 104 City Center, Coratvithe, 1A 522417 Waterloo; IA-56702-

Nevara, IA 50201 Austin, TX 78731 Phone: 319-3154-6006 Phone 319-236-8891-
Phone: 515-382-5249 Phone: 512-454-9923 FAX: 319-354-6050 FAX: 319-236-9665

FAX- 515-382-6802 FAX: 51244549866
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ce: Mark McClellan, M.D., Ph.D., FDA Commissioner
Representative Nussle — L

Representative Leach — 1A

Representative Latham — 1A

Representative Boswell - 1A

Senator Harkin — IA-

Senator Grassley — 1A

Senator Cornyn — TX—

Senator Hutchison — TX

Representative Smith—FX

Representative Dogpett - TX

IACP

Dr. Michael Chaddock, Director AVMA’s Government Relations Division:



1 support the practice of compounding from bulk drug substances for animals.
The use of bulk substances is acceptable for human compounding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the use of
bulk chemicals will affeet-my ability to provide appropriate treatment options.

. Your signature will be forwarded tg the FDA and )
the AVMA (American Vet Medical Association).
Name Address fpra f2_ CityiState/Zip
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I support the practice of compounding from hulk drug substances for animals. |
The vse of bulk substances is acceptable for human compounding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the nse of
bulk chemicals will affect my ability to provide appropriate treatment options.

Your signature will be forwarded to the FDA and

the AVMA (American Vet Medical ASSOCEM ‘
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I support the practice of compounding from bulk drug substances for animals,

The use of bulk substances is acceptable for buman compounding per the FDA. Some |
medications for animal use arc only available as bulk chemicals. Eliminating the use of

bulk chemicals wilk affeet my ability to provide appropriate treatment options. )

‘ Your giguature will be forwarded to the FDA@I_&\
the AVMA (American Vet Medical Association).

Name Address Cig/StateILl?' '
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1 support the practice of compounding from bulk drug substances for animals. -
The use of bulk substanecs is aceeptable for human compoeunding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the use of
bulk chemicals will affect my ability to provide appropriate treatment options. |

’ Your signature will be forwarded to the FDA and-.
the AVMA (American Vet Medical Association).

Name Address City/State/Zip
% @ﬂ_j_ AP/ (d/méf»%ﬁ/ \j//&’ff)L_Qx(/ 007‘92
hMm.mzmz_ mmaﬂmﬂ.m
Y F4. 7
R XD <, %&@a’a‘@”%
Zoaa wwzﬂ, 2d ot Moot f o0 1
73,  Ylpdidn M 0707

<

Codas fall

(2t ST 08

11. /IMJ . ARGV FES - Aees A
s g Em_’ﬁ}
® 13.5 gl ™ a/L/Mo;wy (F THSDW >
T e L6240 o] L My, T G2
LRodula GSE. lﬁﬁbm%t”v\ FTh Shlr |
‘ - d e DO AN 9o \-\ A ‘\ ' O \c\%\
s W 2° &@[a@bwak demx D65~ |
/1958511 xh?bﬂq Pr. _u@}mho J4 5()')0[
. Q3539 3a P S0bey
cBr Pf ///UZ?f sez0 /)
COF Mo dvsn Ledadodan . K ST
[ YID¢ ‘S@Mﬁwﬁ# C{/d—“ff‘ (oo dé $e7ay,

23508 Mlhave B LECTH sotry
(Peor (hehood [y Celor /‘:'zé’@-/j%é_.?




VWV VAV
P A g
- e e

I support the practice of compounding from bulk drug substances
for non-food producing animals:
The use of bulk substances is acceptable for human compounding per the FDA Some
medications for animal use are only available-as-bulk chemicals. Eliminating the use of Bulk'
chemicals will affect my ability 1o provide appropriate treatment options, \
. Your signature will be forwarded to the FDA and
the AVMA (American Vet Medical Association). >

Name - Address City/Swte/Zip |
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1 support the practice of compounding from bulk drug substances-'
for non-food producing animals.
The use of bulk substances is.acceptable for human eompounding perthe FPA. Some
medications for animal usc are only available as bulk chemicals. Eliminating the use of bulk

- chemicals will affect my ability to provide appropriate treatment options.
' XYour signature will be forwarded to theiFDAg._ng)
the AVMA (American Vet Medical Association).
Name Address City/State/Zip
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I support the practice of compounding from bulk drug substances for animals.
The use of bulk substances is acceptable for human compounding per the FDA. Some:
medications for animal use-are only available as bulk chemicals. Eliminating the nse of
‘ bulk chemicals will affect my ability to provide appropriate treatment options.

Your signature will be forwarded to the FDA and
the AVMA (American Vet Medieal Assoeiatiog ).

Address. CiﬂlState/Z&ig
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1 support the practice of compounding from bulk drug substances for animals,
The use of bulk substances is acceptable for buman compeunding per the FDA: Some |
medications for animal usc are only available as bulk chemicals. Eliminating the use of
bulk chemicals-will-affect my ability to provide appropriaté tyeatment options. )

Your signatare will be forwarded to the FDA and y
the AYMA (American Vet Medical Association). -

Name Address City/State/Zip
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1 support the practice of compounding from bulk drug substanees for amimals.
The use of bulk substances is acceptable for human compounding per the FDA Soﬁxe ’
medications for animal use are only available as bulk chemicals. Eliminating the use of
bulk chemicals will affect my ability to provide appropriate treatment options. i
|
Your signature will be forwarded to the FDA and

the AVMA (American Vet Medical Association).

A

Name Address City/State/Zip
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I support the practice of compounding from bulk drug substances
for non-food producing animals. )
The use of bulk.substances is acceptable for human compounding per the FDA.- Some
medications for animal use are only available as bulk chemicals. Eliminating the use of bilk -
. chemicals will-affeet-my- ability to provide appropriate treatment options.

Your signature will be forwarded to the FDA and
the AVMA (American Vet Medical Association). |
|

Name Address City/State/Zip
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I support the practice of compounding from bulk-drug substances .
for non-food producing animals.
The use of bulk substances is acceptable for human compounding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk
chemicals-will-affect- my ability to provide appropriate treatment-optiens.

Your signature will be farwarded ta the FDA and
the AVMA (American Vet Medical Association). )

Name Address - City/State/Zip-.
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I support the practice of compounding from bulk drug substances
for non-food producing animals.
The use of bulk substances is acceptable for human compounding per the FDA. Some |
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk
‘ chemicals will affect my ahility to provide appropriate treatment options. -

Your signature will be forwarded to the FDA an
the AVMA (American Vet Medical Association).

Name Address - City/State/Zip
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I support the practice of compounding from bulk drug substances .
for non-food producing animals.
The use of bulk substanees is acceptable for human compounding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk
‘ chemicals will affect my ability to-provide-appropriate treatment optio?s.

Your sipnature will be forwarded to the FDA and
the AVMA (American Vet Medical Association).

Name Address City/State/Zip
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I support the practice of compounding from bulk drug substances
for non-food producing animals.
The use of bulk substances 1s acceptable for human compounding per the FDA. Some
medications for animal use are only available as bulk chemicals. Eliminating the use of bulk
chemicals will affect my ability to provide appropriate treatment options. .

Your signature will be forwarded to the FDA and
the AVMA (American Vet Medical Association).

Name Address City/State/Zip
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I support the practice of compounding from bulk drug substances.
for non~food producing animals.
The use of bulk substances is-acceptable for human compounding per-the FDA. Some.
medications for animal use are only available as bulk chemicals. Eliminating the use of bilk
chemicals witt affect-my ability to provide appropriate reatment eptions.

Your signature will be forwarded to the FDA and.
the AVMA (American Vet Medical Association), |

Name Address City/State/Zip
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THE PROFESSIONAL COMPOUNDING PHARMACY
1712 Willamette St Eugene; OR 97401 -
Ph: 541-684-9352 Fax: 541-684-0858 1-888-644-9352

TO: Dr. Stephen F. Sundlof, Director
Center for Veterinary Medicine
U.S. Food and Drug Administration (HFV-1)
7500 Standish Place
Rockville, MD -20855
|

We are compounding pharmacists who serve pet owners daily in our pharmtﬁcy
compounding business. We fill prescriptions for pets of all kinds.

We are concerned about the CVM Compliance Policy Gwde that could easily affect our
ability to help our animal patients..

CVM issued this Compliance Policy Guide (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 commment p:nod
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. :

Examples include: methimazole for hyperthyroid cats and potassium bromide for seizures
in dogs. We prepare metronidazole and doxycycline and amoxicillin as antibiotic !
treatment for most species. Our flavors and various dosage forms allow awners to.
medicate their pets. Pets are often very resistant to being treated and our compoundmg
helps the owners 1o give the required medication and to keep-their pets healthy.

This is oar request for 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
implemen

Heather C. Wilson; R.Ph., and Sheni Cannell R Ph= Pharmacists/Owners
Broadway Apothecary, Inc. 1712 Willamette St., Eugene, OR 97403
hwilson681@comcast.net,

)

cc: Mark McClecllan, FDA Commissioner
cc: Senator Ron Wyden

cc: Senator Gordon Smith

cc: Rep. Peter DeFazia- |

ce: IACP
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November 19, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sundlof,

The Center for Veterinary Medicine issued a Compliance Polcy Guide that would prohibit
compounding pharmacists from prepararing medications from bulk source for non-food animals.
This CPC guide was issued without a public comentary period.

This CPG was issued without a public comment period in violation of the 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.

The CPG would severly limit my practice as a compounding pharmacist in the comtemporaneous

‘ preparation of medications for non-food veterinary patients. IfI do not have these bulk chemicals
available, there are numerous preparations that I will be unable to make from the existing tablets,
capsules, or liquids. Even if I will be able to make a product from the existing products, they will
be more expensive and less efficactous. The volume of fillers and excipients in tablets and
capsules prohibit me from making most transermal products. An example this would be
methimazole transdermal gel for feline patients. This product can not be made from the available
tablets. A significant number of feline patients are difficult to dose at best and most are
impossible to dose orally. These feline patients would have a defacto mandate preventing them
from receiving the medication that they need for their hyperthroidism. It is imperitive that I be
able to prepare medications for these non-food animals where the appropriate dose, dosage form,
or appropriate flavor is not available with the existing products. Liquid preparations are flavored
for human patients and it is next to impossible to "change" the flavor (much less the
concentration) of these products to suit the target animal. Most animals are extremly difficult to
dose with liquid preparations for humans. Most clients (animal owners) will give up trying to
dose their animal and will usually discontiue the medication to the detriment of the animal.

It is imperative that I have the bulk chemicals available to prepare capsules, oral liquids,
transdermal creams and gels, and other medicinal products that are not comercially available.
These animals will not have medication availble to them in a significant number of situations if 1
am limited according to the CPG.
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. I have a "wall of pictures" of animals from dogs, cats, birds, guinea pigs, tortoises, etc that the
animal's owners have brought me in appreciation of the medications that 1 made from their
animals that would otherwise be unavailable to them according to this CPG. With bulk chemicals
available, I can prepare these products in the correct dose, the best dosage form, and
appropriately flavored for the target animal. The compounding pharmacist is the best equipped
and education professional to prepare these medications

Plese reconsider openning the CPG to a public comment period for further consideration.

Sincerely,

Steven E. Bonham Pharm. D
Fair Oaks Pharmacy

1051 Grand Ave

Arroyo Grande, Ca 93420
805-489-4235

cc FDA Commissioner Mark McClellan
The Honorable Dianne Feinstein
‘ The Honorable Barbara Boxer
The Honorable Lois Capps
IACP
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11/16/2003
Dr. Stephen F. Sundlof, Director

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

Dear Sir;

1t has come to my attention that the Center for Veterinary Medicine issued a Compliance Policy
Guide in final form without allowing opportunity for corunents in violation of FDA Good
Guidance Practiccs. Many of the requirements of this CPG are extremely problematic and
deserve a period-of comment before being put into effect..

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

Because some manufactured products such as diethystilbestcrol, phenylpropanolamine and
cisapride are no longer available, compounding from bulk chemicals is the only way to provide
relief for problems of urinary incontinence or gastrointestinal motility. Even when a )
manufactured product such as methimazole is available the excipients present in crushed tablets
preciude crcating a gcl dosage form which is most convenicnt to pet owncers and the method Jeast!
stressful for pets to receive, especially cats. These are oply a few examples of many.instances by
which compounding from bulk chemicals in nceessary to provide optimal vetcrinary carc. ‘

Lastly, it is obvious to both profcssional and lay persons-in this country that this CPG is solely to
protect market share of the major pharmacentical companies instead of looking to the common
good and the needs of citizens in caring for their pets,

Respectiully,

cc: FDA Commussioner Mark McClellan, MD, Ph.D.
Senator John Warner: -
Senator George Allen
Representative Frank Welf-.
IACP

el
2228E Papermill Road’ Winchester, Virginia 22601
website: www.MedMade4You.com (540) 723-6883 email: ian@MedMadeﬁtYou.c%m
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PORTAGE PHARMACY

As Specialized As Your Need.
.
1256 EAST CENTET ST, PORTAGE (UCHICAN 49002
PHONE i269) 327-0033 1-877-774-8757
FAX 11691 3272709

November 15, 2003

Dr. Stephen Sundiof, Director

Center for Veterinary Medicine (CVM)

1.8, Food and Drug Administration (HFV-1)
7500 Standish Place

Rockville, MD 20855
Dear Dr. Sund!of:

) am writing today to express my deep concern about the CVM's recently issued Compliance
Policy Guide {CPG). As you know, the-CPG was issued in final form without allowing for

CPG are extremely problematic and desgrve a comment period before being put into effect.
)

FDA’s prohibition against compounding from bulk active pharmaceuticals creates problems
across the board: Pets...many will die; Pet Owners... Many will suffer unnecessary grief; \
Vsterinarians...their ability to practice vetarinary medicine effectively will be severely limited:
Pharmacists...their participation in to coordinated approach to health care of non-food producing
animals will be severely and negatively affested.

Please withdraw the CPG in guestion and reissue it in draft form to allow for pet owners,
veterinarians, and pharmagcists to comment on its provisions before it is implemented. |

Sincerely, , —a
V' e Cu,at:j) £
Lawrence Curtis, R.Ph. ) =
Vice President
Phene 269-327-0033/Fax 269-327-2709/email ips @net-link.-net

GC: Mark McClellan, Ph.D,, FDA Commissioner
U.S. Senator Carl Levin_
U.S. Senator Debbie Stabenow
U.S. Representative Fred Upton--

IACP
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TMedicine
® Shoppe$
Kevin D. Goodson, R.Ph.

8351 N. Century, Blvd,, Century, FL 32535
Phone: (850) 256-3900 Fax: (850) 256-0075
. Email: www.medicineshoppe:com
Dr. Stephen F. Sundlof, Dircoter 11/5/2003
Center for Veterinary Medicine .
U.S. Food and Drug Administration (HFV-1)
7500 Standish Place .
Rockville, MD 20855

Decar Sir:

1 am writing concerning the recent Compliance Policy Guide (CPG) on compounding dnsgs for animals that
disallows all compounding from bulk pharmaceutical ingredients. I am concemed about the impact these
restrictions will have on America’s pet owners.

It is cssential that pharmacisis be allowed to compound-from bulk drug substances for nen-foad producing .
animals. Bulk active pharmaceuticals are subject to the same strict standards as their manufactured

counterparts as far as quality and purity, and it seems rather SEVERE to restrict something for amimals that
is NOT RESTRICTED to humans.

Lunderstand the CPG was-issued- in final form witheut allowing oppertunity for comments, which is in
violation of FDA Good Guidance Practices. 1 ask you to please withdraw the CPG and reissue it in draft

‘ form 1o allow for pharmacists, veterinarians, and patients to comment on it's provisions before it is
implemented.

Sincerely,

KGrkdg

Cc: Mark McClellan, FDA Commissianer
Cc: Scnator Bob Graham

Cc: Senator Bill Nelson

Cc: Representative Jeff Miller

Ce: IACP

' The Pharmacy That's All About Your Health™
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October 20, 2003

Dr. Stephen Sundlof, Director.

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Sundlof,

| am writing you in response o the Compliance Policy Guide (CPG) on-
veterinary compounding that has been released in final form. Truthfully,
along with others within this industry, | am surprised it was nof released to .
the public for a comment period. Many requirements of this CPG are very
problematic and deserve a comment period before being put into effect.

The most problematic prohibition in the CPG is against compounding from
bulk active ingredients. Bulk active phammaceuticals give you the purest form .
of an active chemical possible. This allows a compeunding pharmacist to..
compound a drug with minimal compatibility issues. For example, we
compound a prednisolone injection that has been off the-market from .
manufacturers because of economic reasons. The only source of
prednisolone would be from a finished tablet or syrup form. One cannot.
compound a high quality sterile injectable from crushed tablets. it is the
inactive ingredients that pose the danger to-using finished phamaceuticals
vs. bulk active (pure) ingredients. As an experienced Phamacist, | know
that due to inactive ingredients, there is no safe way-to compound a sterile
drug from a tablet or syrup due to the other inactive ingredients. Frommy -

professional view, this new CPG is asking for trouble from-a safety
standpoint.

1 fully recognize the FDA's concern on compounded drugs being used in
food producing animals. However, patient-specific compounding for.
companion animals is a vital service to the vetennary practice. UPi goes to
great lengths to monitor what kinds of practices and animal ocur medications
are dispensed to. This new CPG will all but destroy the highly needed
service-of compounding within the veterinary market. 'ask you to reconsider
the CPG, strike the prohibition on the buik active ingredients, and reissue it
with a comment period.



I thank you for your time and consideration for the improvement of

healthcare. If you have any questions or comments, please call me at (888).
339-0874.

Sincerely,

ol

Travis Leeah, R.Ph.
Compounding Pharmaeist-

cc. Congressman Chet Edwards
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Wednesda)r October 29, 2003,

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

U.S. Food and Drug Administration (HFV-1) C oo
7500 Standish Place ~<

Rockville, MD 20855
Dr Sundlof:

As the owner of a small compounding pharmacy, [ was dismayed when I received:
notification of your recent Compliance Palicy Guide disallowing all compounding from
bulk pharmaceutical ingredients: Thig will effectively put me out of business.

Your agency issued this Compliance Policy Guide (CPG) in final form without allowing.,
opportunity for comments, in violation of FDA Good Guidance Practices. Many
requirements of this CPG create foreseeable problems, not the least of which is holding
animal compounding to a more restrictive standard than your policies governing human
patients. Dramatic CPGs such as this one déserve a comment period before being put
into effect.

Your prohibition in this CPG agsinst compounding from bulk active pharmaceuticals is
extremely problematic. Pharmacists should be permitted to compound for non-food
producing animals from bulk drug substances. .

1 hereby request that you withdraw the CPG and reissue it in draft form to allow all -
pharmacists, veterinarians, pet and animal owners input on this important subject prior ’
to its implementation.

Sincerely,

VS S
Mike Chavez
Presidemt

cc: Senator Bob Graham, Scpator Bill Nelson, Representitive F- Allen Boyd, Mark McClellan
MD, PhD, FDA Commissioncr

We are Prescription Problem Solvers!
2834 Industrial Plaza Drive, Suite C, Tallahassee. FL 32301
Ph: 850.878.7668. Fx: 850.877.4085, Em: cystommeds@comcast net
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National Pharmacy Specialties
6891 A. Street #106
Lincolh, NE 68510
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Dr. Stephen Sundiof, Director of the Center for Veterinary Medicine
U.S. Food and Drug Administration (HFV-1)

7500 Sandish Place

Rockville, MD 20855

Dear Dr. Sundliof,.

1 am writing in regards into the Compliance Policy Guide issued by CVM in final form without
allowing opportunity for comments, in violation of FDA Good Guidance Practices. Many
requirements or this CPG are extremely problematic and deserve a comment period before
initiating.

We have several animal owners who previously were not able to administer a vital medication to
their dog, cat, bird, etc., due to compliance issues because the cat would not take a pill or the dog
would pick out a hidden tablet in cheese. As pharmacists, we are able to compound medications
in the flavor, concentration or dosage form desired by the owner as prescribed by the veterinarian.
‘We have numerous success stories of compounding a medication for an animal that otherwise
would not improve its medical issve without compounding from a bulk pharmaceutical chemical.
The FDA’s prohibition in this CPG against compounding from bulk active pharmaceuticals is
extremely problematic. It is essential that the pharmaeist be allowed to compound for non-food
producing animals from bulk drug substances.

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

Julie Watson, PharmD), RP

Sincerely,

cc: Mark McClellan, FDA Commissioner
cc: Senator Chuck Hagel

cc: Senator Ben Nelson

cc: Representative Doug Bereuten

cc: IACP

P2



?" HlUlern Phamacy, Ine.
Perry Kliewer, K. Ph.
560-772-3347
P.@. FBow 389
Weatherford, @hlakama 73096

November 4, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

US Food and Drug Admimistration (HFV-1).
301-443-3100

Dear Dr. S.undl?f:

The recently issued Compliance Policy Guide (CPG) on compounding for animals that-.
disallows all compounding from bulk pharmaceutical ingredients is a standard that is
much more restrictive thanr FDA’s policies governing compounding for human-patients.
The CVM issued this CPG in final form without allowing opportunity for comments, in_
violation of FDA Goed Guidance Practicess Many requirements-of ths CPG are
extremely problematic and deserve a comment period before being put into effect. 1t 1s
essential that pharmacists be attfowed to- compound- for non-food producing animals from -
bulk active pharmaceuticals.

Please 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,

7 A A
J’Wﬁ’”ﬁ‘ ot R.P5.
George Petry Kliewer, R Ph

580-772-3347/phone
580-772-3350/fax

Cc: Mark McClellan, FDA Commissioner.
Senator James Inhofe
Representative Frank D. Lucas
#— International Academy of Compounding Pharmacists



g ALVARADO MEDICAL PLAZA PHARMACY
5555 Reservoir Dr.,, Suite 114, San Diego, CA 92120
{619y 2875035 *Fax (619)267-5098

Noveraber 5, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine-

U.S. FOOD AND DRUG ADMINISTRATION
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sunﬁﬂof:

The CVM recently released a Compliance Policy Guide (CPG) regarding the-compounding of vetennary
medicines from bulk pharmaceuticals. As a compounding pharmacist, I'm concerned for the welfare of
the animals I dispense to, their awners, and the vetcrinarians-that ¥ assist. Allbecause ot your
department’s CPG.

A prohibition of compounding for ron-feod producing animals would be- a grave disservice-for pets-and-
their owners. Why, you ask? Because many commercially-available dosage forms are not suitable 2!/ the
time for all domestic animals. That’s why } make a lousy-tasting pill inte an- aceeptable orat susperssion.
Or convert a bulk chemical into a trausdermal gel for an animal that refuses anything by mouth (and bites
the owner who dares to try an-oral dose!)

Did you seek the opinion of any compounding pharmacy group when drafting the CFG? If not; why not?
The Intemnational Academy of Compounding Pharmacists (IACP) would have given you a professional
opinion of your CPG and its ramifications for compounding pharmaeists like me:

1t’s ironic to me that the CPG would prohibit the dispensing of FDA-approved drugs for non-food

producing animals. That just doesn’t makc any sense!

Dr. Sundiof, I'm requesting that you request a withdrawal of the CPG and reissue it in draft form so that
the people most affected by it — pharmacists, veterinarians, and patients —can cemment onrits provisions
before it 1s implemented.

Sincerely youx};:,

R.J. “Tad” Wolicki, R.Ph., C.D.E.
Compounding Pharmacist

Cc: Dr. Mark McClellan, FDA Commissioner

Ce: 1ACP
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October 23, 2003

Dr. Stephen F. Sundlof

Director

Center for Veterinary Medicine
US Food and Drug Administration.
7500 Standish Place

Rockville, MD 30855

Dear Dr. Sundlof:

The Center for Veterinary Medicine (CVM) xecently issued a Compliance
Policy Guide (CPG) prohibiting pharmaceutical compounding from bulk .
active pharmaceuticals. Since there is a shortage of veterinary labeled
drugs and human dosage forms and strengths fregquently cannot be used,
and many effective pharmaceuticals have been discontinued by
manufacturers, this prohibition will severely affect the ability to
veterinarians to treat their patients. It is essential that pharmacists
be allowed to continue to compound these products for non-£food-producing-
animals. :

Please withdraw this CPG-and re-issue it in draft form to allow
veterinarians, patient owners and pharmacists time to comment on its
provisions before it is- implemented.

Yours to good health,

Santo A. Garro, R.Ph.

SAG:¥Ccs

CC: Mark McClellan, M.D., Ph.D. FDA Commissioner
Senator Hillary Clinton
Senatoxr Charles Schumer
Congressman Sherwood- Boehlert
Frank Mondi, D.V.M.
V. Chmielewicz, D.V.M.

Santo A. Garro, R.Ph, FACA
FELLOW AMERICAN COLLEGE OF APOTHECARIES

704 Bigecker Street, Utica, N.Y. 13501
{315) 732-6815 » Fax: (315) 732-6641 « E-Mail: garrox@borg.com
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Dr. Stephen Sundlof, Director

Center for Vetcrinary Medicine,

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

Rockville, MD 20855

Dear Dr. Sundlof:
) am writing to cxpress-my concems with CPG 7125.40.issued by the CVM.

1. CVM issued this CPG witbout allowing a comment period, in violation of FDA’s own
Good Guidance Practices. Aspects of the CPG are very problematic and should be
allowed a comment period before being unilaterally decided on without input from the
affected pharmacies and veterinarians and the owners of the animals being treated with
thesc therapics.

2. In particular, ] am very concerned with the provision that T will not be allowced to use
bulk drug substances in compounding for animals. Why, that's even more oncrous tham
buman compeunding regnlations! Why? Are bulk drug substances unsafe for animals?
have many customers whose dogs will go into seizures when [ can no longer use
potassium bromide; as just-one example. Cats will end up being suthanized when their

‘ owners can no longer control their hyperthyroidism with methimazole, for another.

Picase withdraw this CPG and reissue it in drafl form to allow for pharmacists, veterinarians and
patients to comment on it before it-is implemcnted.

w7 2 v

Michacl Walsh, R.Ph.
Compounding Pharmacist
Hilltop Pharmacy

1223 East Division

Mount Vernon, WA 98274
360-428-3710 voice
360-428-7847 fax

cc: Mark McClellan, FDA Commissioner.
cc: Scnator Patty Murray

cc: Senator Maria Cantwell.

cc: Represcntative Rick Larsen

ce: IACP



Dr. Stephan Sundlof

Director, Center for Veterinary Medicine
U.S. Food and Drug Administration
7500 Standish Place

Rockville, MD 20855

Dear Dr. Sundlof:

1 am writing to express my concerns regarding the Compliance Policy Guide
(CPG) about bulk compounding for veterinary medicines. The CVM wrote the guidance
without the opportunity for 2 comment period. This is in violation of the FDA’s Good .
Guidance Practices. There are many problems with this guidance that require a comment
period. ‘

The ability of pharmacists to compound medication for non-food animals from
bulk active materials is essential. There are thousands of animals treated daily with
medications that are no longer available, made possible by compounding pharmacists.
Examples of these are Diethylstilbestrol (DES) for incontinence and Methimazole for
thyroid treatment.

Compounding pharmacists wark closely with veterinarians to help treat anirals
that have compliance problems or with medications no longer commercially available.

I am writing to ask you to withdraw the CPG and reissue it in draft form that
would allow veterinarians, pharmacists and pet owners to.comment on it’s provisions
before it is implemented.

Thank you for your attention to this matter.

Sincerely

Robert B. Lima, RPh.

Lima’s Professional Pharmacy.
2097 Harrison Ave.

Eureka, Ca. 95501
707-441-8500

707-441-9114 (fax).
rlima(@cox.net

cc: FDA Commisioner Mark McClellan, Senators Diane Feinstein and BarbaraBoxxer
Representative Mike Thompson, IACP



Paris Discount Pharmacy

3160 Clarksville 5t. * Paris; TX 75460-
903-785-3414 * 903-785-1683

October 28, 20?3

Senator John Cornyn (R-TX)
221 W. 6th St., Ste. 1240-
Austin, TX 78701

Senator John Comyn (R-TX),

The Center for Veterinary Medicine issued the Compliance Policy Guide (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.

1 and the following Doctors of Veterinarian Medicine ask the FDA to withdraw the CPG
and reissue it in draft form to allow for pharmacists, veterinarians, and patientsta-
comment on its provisions before it is i{nplcmented.

Thank you,

by g

3160 Clarksville St.
Paris, TX 75460~
(903) 785-3?14

cc: Mark McClellan, FDA: Commissioner; cc: Dr. Stephen Sundlof,. CVM Director; cc:
Senator Kay Bailey Hutchison (R-TX)cc: Representative Max Sandlin, Jr. (D-TX 1st)

A petition has been adopted by the following doctors of veterinary medicine to express
the views of how pharmaceutical compaunding enhances their practice and the-
healthcare of their companion animal patients:
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October 27, 2003

Dr. Stephen E Sundlof, Direcior
Center for Veterinary Medicine '
U.S. Food and Drug Administration (HFV-1) i
7500 Standish Place :
Rockville, MD- 20855 :

Dear Dr. sundiof,
I
The role of government is 1o govern for the people and by the people, Unforunately, the:FDA has
once again ignored this constituional principle. The FDA has issued intesnal compliunce policy
guidclines (CPG) regarding compounding medications from bulk drugs for animals wi
sompieit, This is unconscionable. That the FDA is trying o protect our food animxd poplifation is a
parallel concern of mine. That the FDA has linked pon-food agimal drug compounding within its
guidetine is irresponsible and irrational. ‘

‘The business of my pharmicy is human und non-food animal drug compounding from available bulk
drugs. This CPG will adversely affect my tivelihuod and the eight people 1 employ. My pharmacy pro-
‘ vides @ necessary and regulacly requested seevice to compound prescriptions for the non-lr wd animal,
The compounded prescriptions my pharncy provides fills the void cither vacated by lhc}'mima} drug-
manufactures or ignored becavse of low ¢CopQMIC rcturn, | '

1t is essentiad that pharmagcists be.allowed 1o compound for non-food producing animals from bulk
drugs. It is indefensible for the FDA not to open these internal compliance guidclines for public opin-
ion. Many requirements-of this Complance Policy Guide are extremely probiematic and diserve a.
public comment period prior 1o their effect. 1urge the FDA 1o withdraw the CPG and reispue it in
draft form to allow for pharmacists, veteripariins, and patients 10 comment on is provisions, Turge
you to let the people be heard, i

i

Sincercly, ;

({AZ ; |

¢ Senator Wayne Allard
Senator Ben Nighthorse Campbell
Congressman Tom Tancredo
Congressman Joel Hefley
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October 20, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Re: Compliance Policy Guide on Veterinary Compounding.
Dear Dr. Sundlof:

“The Compliance Policy Guide (CPG) on veterinary compounding was -

released in final form without allowing the opportunity for comments from the
public and/or practitioners who must determine what is best for their patients
andfor the patients’ owners. The issuance of the CPG in final form
prevented input and comments from the very professionals (veterinarians
and pharmacists) and owners of veterinary patients most affected by the
policy change. The CPG, as-issued,-denies veterinarians the ability to
determine and insure safe, effective, timely, and adequate patient care.

Many requirements of this CPG are very problematic and deserve a
comment period before being put into effect. The single most problematic
prohibition in the CPG-has to do with not allowing compounding with bulk
active ingredients. Bulk active ingredients are the purest form of an active
chemical possible.. Using bulk active ingredients allows a eompounding
pharmacist to compound a drug with minimal contamination and
compatibility issues. For example, many veterinaries prescribe a .
prednisolone injection. Without the pure active ingredient, the only forms of
prednisolone available are in tablet or syrup form. We-believe that it is very
dangerous to the patient to incorporate non-pure drug products into a sterile
injectable. There is sivaply no safe way to compound a sterile drug from a
non-sterile tablet or syrup due to the other inactive ingredients. Using only

pure, clean bulk drug substances—obtained from FDA registered facilities—is .

a necessity in the compounding of high quality products. The prohibition
must be removed for the phamacist to serve-the-veterinary profession. The
need to use bulk ingredients comes up repeatedly for veterinary drugs.

UNIQUE PHARMACGEUTICALS

§920 5. GENERAL BRUCE DRIVE
P.O. BOX 3094 « TEMPLE, TX
76505-309% « 2349330874
FAX 254-933-
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| am aware of the FDA's concern regarding compounded drugs being used

' on food-producing animals, and | agree with this concern. However; this can .
be prevented by proper labeling such as “Prohibited for use on food-
producing animals”. . -

Compounding for animals is a vital service to insure optimal patient care.
The prohibition on the compounding of prescription drugs for animals from
bulk active pharmaceutical ingredients will all but destroy this highly needed
compounding service to veterinarians and their patients. | ask you to
reconsider.the Veterinary CPG and reissue it in draft form to aliow .
phamacists, veterinarians, and patient owners to comment on its provisions
before it is implemented.

Thank you for your time and consideration. Please feel free to contact me at.
(888).339-0874 for any guestions or comments.

Sincerely,

Daniel (Dan) Volney

President

cc. Congressman Chet Edwards-
Senators Hutchison and Comyn
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Central Pharmacy.

2609 N. Duke Street, Suite-103
Durham, NC 27704
919-220-5121 FAX 919-220-6307

Bill Burch. RPh, FACA  Jonnifes Burch, Pharm. D. CDE  Sioan Barber, Pharm. D.

Oclober 26, 2003

Dr. Stephen Sundolf, Director
Center of Veterinary Medicing,
U. S. Food and Drug Administration (HFV-1)

7500 Standish Place
Rockville, MD 20855

Dear Dr. Sundolf:

The FDA’s prohibition in this CPG against compounding from bulk active e pharmaceuticals
is extremely problematic. It is essential that pharmacists be allowed to compound for non-
food producing animals from bulk drug substances. If you have ever tried to give a cat
medication by mouth you would understand the difficulty many cat owners experience.
Seeing your dog have uncontrolled seizures is niot & pleasant sight. Each of these examples.
requires compounding from bulk pharmaceuticals. These are just two simple examples of -
the situations that present daily to the veterinarian and compounding pharmacist. Without

" the ability to compound from bulk pharmaceuticals there is no solution for these owners.

CVM issued the Compliance Policy Guide in final form without allowing opportunity for
comments, in violation of FDA Good Guidance Practices. As previously stated many
requirements of this CPG are extremely problematic and deserve a comment period before
being put into effect. Please extend the courtesy of a comment period so you may hear why
this policy needs to be revised.

Again as a courtesy the many pet owners in this country please withdraw the CPG and
reissue it in draft form to allow pharmacists, veterinarians, and pet owners to comment on its
provisions before being enforced.

Sincefely, :

William Burch, RPh, FACA

Cc: Dr. Mark McCellan, Commissioner FDA
Sen. Elizabeth Dole
Sen, John Edwards
Rep. David Price

P1
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October 23, 2003

Dr. Stephen Sundlof, Director

Center for Veterinary Medicine

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

Rockville, MD " 20855

Dear Dr. Sundolf:

The Compliance Policy Guide issued by the Center for Veterinary Medicine
regarding compounding of prescriptions for non-food producing animals is
extremely problematic. Itis essential that pharmacists be allowed to
compound from bulk pharmaceuticals for a variety of ailments not satisfied
by the mass produced medicines of the drug companies.

It would be very helpful for the Center of Veterinary Medicine to allow
comment prior to issuing the guidelines in final form.

Our pharmacies have dozens of pet owners that are very fearful their pets
will suffer because of the Center's action. Veterinarians and pet owners
alike are very concerned and as such are circulating petitions to encourage
the Center for Veterinary Medicine to modify these guidelines. These
petitions will be forwarded to your department.

In closing, | ask that the Compliance Policy Guidelines be re-issued in draft
form to allow pharmacists, veterinarians,; and patients time to-.comment prior
to implementation.

Thank yo

T.J. JohnSrud
President
Cc: Mark McClellan, FDA Commissioner Rep. Tom Latham
Senator Chuck Grassley Senator Tom Harkin
Rep. Jim Leach Rep. Leonard Boswell
Rep. Jim Nussle Rep. Steve King
Corporate Qffice 5770 N, MoPac Expressway 1150 Fifth Street. Ste. 140 209 East San Marnan
1002 Sixth Street, Box 215 Sune 104 City Cenler, Coralville, 1A 52241 Waterloo, 1A 50702
Nevada, IA 50201 Austin, TX 78731 Phone: 319-354-6006 Phone: 319-236-8891
Phone: 515-3082-5249 Phane: 512-454-9923 FAX: 319.354.6050 FAX: 319-236-9665

FAX: 515-302-6802 FAX: 512-454-9866




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,

I 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 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 aetive -
pharmaceaticals 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 te withdraw the CPG and reissue it in draft form to allow for
pharmacists, veterinarians, and patients to comment on its previsions before it is.
implemented.

Sincerely,

Howord HudGuuns,

W. Howard Hudgens, RPH.
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



October 21, 2003

Dr. Stephen F. Sundlef, Director

Center for Veterinary Medicine

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

Rockville, MD 20855

Dear Dr. Stephen F. Sundiof,

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 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.

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, O”/m/.,y /\Qﬁ%m/l\j

Mary Deloach, Store Clerk
Heritage Pharmacy

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

cc: Mark McClellan, FDA Commisioner

cc: Representative Jo Booner

cc: Senator Jeff Sessions.

cc: Senator Richard Shelby

ce: International Academy of Compounding Pharmacists



October 22, 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 veterinary 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 effeet.

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.

Sincerely,

gty Pt

Jacqylely 11, Custbmer
He“itage 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-



APOTHECURE

CUSTOM PHARMACEUTICALINUTRITIONAL SOURCING --

October 21, 2003

Dr. Stephen Sundlof, Director
Center for Veterinary Medicine,
U.S. Food and Drug Administration
7500 Standish Place

Rockville, MD 20855

Fax: 301-827-440L

Re:  Compliance Policy Guide on Compounding for Animals-
Dear Dr. Sundqu:

Please consider withdrawing this un-challenged policy and rewriting it with input from those
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for
humans from bulk active pharmaceuticals has been an accepted practice for years. and to.
disallow this for non-food animals is very problematic and will warrant much investigation on
underlying reasoning;

We are involved with many top notch veterinarians across the country, have a vet consultant
on staff, and we are highly respected in our knowledge of vet medicine. This ruling certainly
is very disconcerting for not-only us, but eur clients.

1 am anxious to hear your feedback on this issue which, to this point, has had no public
discussion.

Sincerely,

%ﬂd@u&cﬂ/ Prh.

Joe Gallucci, REh
Pbammacist-In-Charge, ApothéCure, Inc..
igallucci@apothecure.com

cc: Mark McClelland, FDA Commissioner
US Senator Kay Bailey Hutchison (R-TX)
US Senator John Comyn (R-TX)
US Representative Pete Sessions (R-TX 32™)
State Senator Florence Shapiro (R-8)
State Representative Ken Marchant (R-115) -
L.D. King, IACP Executive Director

ApohéCure, Inc./4003 McEwan Rood. Sulle 100/Dallas. Texas 75244 USA.
072-940-6401 / 1-BD0-969-6601 1 FAX 972-960-6921



APOTHECURE

CUSTOM PHARMACEUTICALINUTRITIONAL SOURCING..

October 21, 2003

Dr. Stephen Sundlof, Director
Center for Veterinary Medicine
U.S. Food and Drug Administration
7500 Standish Place

Rockville, MD 20855

Fax: 301-827-4401-

Re:  Compliance Policy Guide on Compounding for Animals-
Dear Dr. Sundlof:

Please consider withdrawing this un-challenged policy and rewriting it with input from those
involved, such as veterinarians, compounding pharmacists, and pet owners. Compounding for
humans from bulk active pharmaceuticals has been an accepted practice for years, and to
disallow this for non-food animals is very problematic and will warrant much investigation on
underlying reasoning.

We are involved with many top notch veterinarians across the country, have a vet consultant -
on staff, and we are highly respected in our knowledge of vet medicine. This ruling certainly
is very disconcerting for not only-us, but our clients:

1 am anxious to hear your feedback on this issue which, to this point, has had no public
discussion.

Sincerely,

Gary Osbom, RPh, CCN
President, ApothéCure, Ine.
garyo@apothecure,com

cc: Mark McClelland, FDA Commissioner
US Senator Kay Bailey Hutchisen (R-TFX).
US Senator John Comnyn (R-TX)
US Representative Pete Sessions (R-TX 32™)
State Senator Florence Shapiro (R-8)
State Representative Ken Marchant (R-115)
L.D. King, IACP Executive Director

ApothéCure. Inc./4001 McEwen Rood, Sulte 100/0alios, Texos 75244 USA
972:9460-6601 / 1-800-969-6601 / FAX §72-960-6921



