
Medicap Pharmacy. 
339 St. Patrick 
Rapid City, SD 57701 
October 8,293 

Dear Dr. Stephen Sundlof, Director 
Center for Veterinary Mtdicine- 
U.S. Food and Drug Administration (HFV-1) 
Rockville, MD 20855 

Dear Sir, 
I am extremely-concerned about .the recent issuance of theComp1ainc.e 

Policy Guide for Vetemiary Compounding. I understand that this document 
disallows al1 compounding from bulk pharmaceutical ingredients. This is 
much more restrictive than the FDA’s policy-regarding compounding -for. 
human patients. Surely you cannot mean that pet owners nationwide will no 
longer be able to get the drugs they need for their small animak. After all, 
these are non-food producing.anirnak 

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

Please withdraw this extremery restrictive Vet CPG and reissue it in draft 
form. Obviously, this CPG- was issued w&out input OF comments from those 
in the practice of veterinary medicine. This is in flagrant violation of the 
FDA Good Guidance Practices, so please reconsider your actions. 

Jo Prang, RPh 
VP of Operations 

cc: Mark McClellan, FDA Commissioner 
cc: Senator Tom Daschle, Senator Tim Johnson 

and Rep. Bill JankIow. 
cc: IACP and PCCA 



_. --__--..- 

My pharmacy is n comm amity hued, local provider of compounded medications for both 
humans and companion animals. We do notprovide medic&ions for food proch>eing 
animals. 1 have a ntlmbcr ot’concern~ witb this CYO: 

i CW issuesitl~is Cotnplinnce Polig Guide (CPG) in fina‘l form without &wing 
o-pporhmity for cotnmentj, in viol3tion df-POA Good Gui&m@ Practk-!.. 

I would ask that the FDA withdr~~.this.CPGandreissue it in &aft form to allow- 
phannncist~, veterinarians and patients to comment. on its provisions before it is 
implemented. 

Elizabeth Rep. Davi11 Price, Mflrlc McCld?nn, MD, Ph.D. 



Telephone (423) 547-0696 
Fax (423) 547-9 147 

The Medicine Shopps Pharmacy 
David Hilton. Ownet/Pharmacjst 
625 West Elk Avenue 
Elhbethton, TN 37643 

Dr. Stephen Sundlof, Director 
Center tar Veterinary Medicine 
U.3. Food rind Drug Administration (HFV- 1) 
7500 Standish Place 
Rockvllle, MD 20855 

Dr. Sundlof, 

1 ara writha to inform you that the mcent issuance of the CompLiPnct Policy Ouide 0s 
Compounding for animals, that disallows all compounding from bulk pharmaceutical 
ingredjcnts ia wjthout merit-and unfair- to~Phannacist!s tighta Firstof all,. CVM issued, 
this Compliance Policy Ouide (CW) in final form without allowing opportunity for 
comments. in violadon of FDA 000d Ouidance Ractices.. Many requirement0 of this 
CPC arc extremely pmblcmatic and deeervc a comment period b&n being put into 
effect. Secondly, FDA’s. prohibition in .&is CW a@ast compounding horn bulk active 
pharmaceuticals is txtrcmtlv m. It is essential that pharmacists be allowed to 
cotnpound for non-food producing animals from bulk drug substances. And finally, 
thir appears to be the latest in an ongolng mbrion by the FDA to deprive the right of 
Pharmacists to compound and patient’6 the right to choose compoundtng, a very 
dirhrrbing thought. 

I am enking the FDA to withdraw the CPO and seisaut it in draft form to allow-for 
pharmacists, veterinarians and patients to comment on its provisions m it ia 
implemented. 

Sincemly, 

David Hilton. D.Ph, 
Medicine Shoppe Pharmacy 
625 West Elk Avenue 
Elisnbethton, TN 37643 
423.5479696 
au: 433.547.9147 
mtd~o~ferred.com 

cc: Merk McClellan. FDA cwnmishncr 
Rep. WiUiam Jenkins (R-TN le) 
Senator Lamar Alexander (R-TN) 
Senator Bill Frlat (R-TN) 
IACP 

--. .---. __ .--... .  __. .- e.-- __- ___ 
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September l&2003 

Dr. Stephen F. Sundlof, Director 
Center for Veteriuary Medic&.- 
U.S. Food and Drug Administration(FD?V-1) 
7508 Standish Pktce- 
Rockville, MD 20855 

Dear Dr. Stephen F. Sundlof; 

1 am writing to convey my concerns with the recent Comphance Policy Guide(CPG). 
issued that threatens our ability to compound many products for veterinary patients. CVM 
issued this CPG in final formwithout allow-h&g opportunity for comments,invialatiou of- 
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic 
and deserve a comment-period-before beiig-put-i&-&e& 

FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals is extremely -problemat&. It-is essential that pharmacists-be allow&to. 
compound for non-food producing animals, as well as veterinarians to write prescriptions 
that require the use of bulk drugsubstances.- Working as a veteriuary techniciarr 1 have. \ 
witnessed very success outcomes with our doctor’s having the choice to write prescriptions 
requiring the use of drugs that eomefronr hulk drug-substances. lf this Compliauee Policy 
Guide is passed it would prove to be unjust to not only our veterinarians and pharmicists 
but most of ah our.patients; 

I want to ask FDA to withdraw-the CPGand reissue it in da& form to allow f r 
pharmacists, veterinarians, and patients to comment OD its provisions before it is P 
implemented. 

Sincerelv. 1 

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

cc: Mark McClellan, FDA Commisioner 
cc: Representative Js Bonner- 
cc: Senator Jeff Sessions 
cc: Senator Richard Shelby - 
cc: International Academy of Compounding Pharmacists 
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S e p te m b e r  l o ,2003  

Dr. S te p h e n  F. S u o d l o f, Di rector  
C e n te r  fo r  V e te r inary  M e d i ine -  
U .S . F o o d  a n d  D r u g  A d m iu is t ra t ion(HFV-1)  
7 5 0 0  S tand i sh  P lace  
Rockvi l le,  M D  2 0 8 5 5  

D e a r  Dr. S te p h e n  Fc S u n d l o f; 

I a m  wri t ing to  convey  m y  concerns  with th e - C o m p l i a n c e  P o licy G u ide fCPG)  issued.  
th a t th r e a te n s  o u r  abil i ty to  c o m p o u n d  m a n y  p r o d u c ts fo r  m y  veter inary  p a tie n ts. C V M  
issued th is C P G  in  fina l  fo r m  wi thout  & o w i n g  o p p o r tuai ty - for  c o m m e n ts, inv io lat iou o f 
F D A  G o o d  G u idance  P rac tices. M a n y  r e q u i r e m e n ts o f th is  C P G  a r e  ex t remely  p r o b l e m a tic 
a n d  dese rve  a  c o m m e n t p e r i o d  b e fe r e  b e i u g  p u t in to & fe e &  

F D A ’s proh ib i t ion  in  th is  C P G  aga ins t c o m p o u n d i n g  f rom bu lk  act ive 
p h a r m a c e u ticals is ex t reme& PrQkkud i&  It is essen tia l  th a t pharmac is ts  b e  a l l owed  to -  
c o m p o u n d  fo r  n o n - fo o d  p r o d u c i n g  an imals ,  as  wel l  as  ve ter inar ians  to  wri te prescr ip t ions 
th a t r equ i re  th e  u s e  o f th e h u &  d r u g  subs tances  iu  q u e s t& u . M a n y  o f o u r  a o u - fo o d  - -  
p r o d u c i n g  p a tie n ts h a v e  b e e n  successful  wi th th e  u s e  o f the i r  c o m p o u n d e d  m e d icat ions 
wh ich  c o m e  f rom bu lk  d r u g  suhstanees,  If th is  C o m p K & n c e  P o licy G u ide  is‘ p a s s e d  it w o td d ‘ 
p r o v e  to  h e  unjust  to  o u r  p a tie n ts. 

I w a n t to  ask F D A  to  w i thdraw th e  C P G  a n d  reissue- i t  in  d r a ft fo r m  to  a l low fo r . 
pharmacis ts ,  veter inar ians,  a n d  p a tie n ts to  c o m m e n t o n  its prov is ions b e fo r e  it is 
i m p l e m e n te d . 

sz!$?$t‘* 
T a m m y  R . C  
C o m p o u n d i n g  P h a r m a c y  Techn ic ian  
Her i tage  P h a r m a c y  
1 5 0 7  Spr ingh i l l  A v e n u e . 
M o b ile, A L  3 6 6 0 4  
( 2 5 1 ) 4 3 2 - 0 7 1 8  

cc: M a r k  McCle l lan,  F D A  C o m m isioner.  
cc: R e p r e s e n ta tive  Jo  B o a n e r  
cc: S e n a to r  Jeff Sess ions  
cc: S e n a to r  R ichard  S h e l b y  
cc: In te r n a tio n a l  A c a d e m y  o f C o m p o u n d i n g  P h a r m a e i s ts~  



BLOOMING GROVE PHARMACY 
MM .ROUTE 208, SUITE #I, 
MONROE, NEW YORK 10950 
(845) 782-2240 

out the Compliance Policy Guide concerning 
ram hulk phsnt~ace~ticakingredient~.Tbe CPG wits? 
any opmrtunity for comments, 

armacists to be allowed to compound for non-foob 
k-drug s&stanees.- CmwiRg: is a normal 
ice. It is very help&l for patients nhes the dose or 
ciaUy rvailabIe. The cost to the patients’ owners ik 
k-fiished compound is- more elegant due to less ., 
isier for the owners to administer to their peb. 
at the F.D.A. withdraw the CPG iind reissue it bra& 
L beforeimplementatkm. 

(J John Pietscb, RPh; 

Commissioner 



Submitted Via Fax 
(301) 827-4401 
October 10.2003 

Botfi M/orlcls 
Pharmacy a 

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

Dear Dr. Sundlof: 

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

1) The Center for Veterinary Medicine issued the Guide in final form 
without allowing opportunity for comments, which is in violatiin of FEjA 
Good Guidance Practices. Many requirements of this CPG are 
extremety problematic and deserve a comment period before being put- 
into effect. 

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

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

Terry Purcell, R.Ph. 
Pharmacy Manager. 
Both Worlds Pharmacy 
2183 West Green Oaks Bh& 
Arlington, Texas 76013 
(817) 45%5OQ3 
(817) 451-5393 Fax 
t~urcell~bothwoclds~~~~. 

cc: Mark McClellan, FDA Commissioner 
cc: Kay Bailey Hutchison, Senator 
cc: John Cornyn, Senator 
cc: Joe Barton, Representative-- 
cc: International Academy of Compounding Pharmacists 

I) . *  L 

81?-l51.5W3 . FAX 817-151-5393 . TOLL FREE ~&2A5ll3S2 * TOLL FREE F4X 800-?d?-OMB 
2183 W GM Oats EM... Arlqfun. TX 71913 - www.bolhrvorMsm.com 
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Both Worlds 
Submitted Via Fax 
(301)827-4401 
October IO,2003 

Pharmacy(@ 

Stephen F. Sundlof, Director 
Center for Veterinary Medike. 
US. Food and Drug Administration (HFV-1) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundlpf: 

As a compounding pharmacist t routinely compound-medications. for 
several ill dogs and cats. 1 have several concerns with the Compliance Policy 
Guide as 

1) 
listed below; 
The Center for Veterinary Medicine issued the Guide in final form 
without allowing-opportunity -for comments, which-is in violation off QA 
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 againstcompounding from bulk active 
pharmaceuticals is extremelv problematic. It is essential that 
pharmacists be altowed to compound for non-food producing animals, 
from bulk drug substances. 

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

Sincerely. 

Stephanie Erwin 
Doctor of Pharmacy 
Both Worlds Pharmacy - Pharmacist in -Char 

4 
e 

2183 West Green Oaks BIvd 
Arlington, Texas 76013, 
(817)451-5003 
(817)451-5393 Fax, 
s_e_Iwin@bothworldsrxx 

cc: Mark McCleUan, FDA Commissioner- 
cc: Kay Bailey Hutch&on, Senator 
cc: John Cornyn. Senator 
cc: Joe Barton, Representative 
cc: International Academy of Compounding Pharmadsts, 

817451-5M3 ’ FAX W ’Js1-53S3 * TCU FREE 800-24Kt352 - TOLL FREE FAX t!5&?Wy8 
2183 W  Green Oaks FM, Arw@cn. TX iSO - *vrvw.aahwcmldrx.cm 
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Dr. S te p h e n  S u n d l o f, Di rector  
C e n ter  fo r  V e ter inary  M e d i c i n e  
U .S . F o o d  a n d  D r u g  A d m inistrat ion (WV-I) ,  
7 5 0 0  S ta n d i s h  P lace  
Rockv iUe,  M D . 2 0 8 5 3  

O c to b e r  1 0 , z o o .3  

R e : V e twiaary C o m p o u m l b g  C P G , 

Dr. S u n d l o ff, 

I a m  r e s p o n d i n g  to  th e  F D A ’s C e n ter  fo r  V e ter inary  M e d i e i ’s recent  dec is ion  to  i ssue  a  _  
C o m p l i a n c e  Po l icy  G u ide  ( C P G )  o n  c o m p o u n d i n g  fo r  an ima ls  th a t d isa l lows 
c o m p o u n d i n g  Ikorn b u Ik p k m a c & i e a .i ingredknts .  T h e  ve te r imq p h a r m a c e u tical 
indust ry  is very  u n d e r s e tved a n d  th is  restr ict ion w o u l d  fur ther  d im in ish  th e  abi l i ty o f 
V e te r inar ians  to  cus tomize  the i r  *t ie& s  care.  In  a d d i tio n , th is  g u i d a n c e  w a s  i ssued  in. 
fina l  fkn wi thout  a l low ing  a  c o m m e n t per iod ,  in  v io la t ion o f F D A ’s G o o d  G u i d a n c e  
P ract ices. 

V e ter inar i i  o fte n  cal l  o n  c o m p m n d i n g  m ist to -  cus tcmk m e d i c a tio n s  wi th _  
spec ia l  s t rengths,  d o s a g e  forms,  c o n c e n trat ions a n d  e v e n  flavors.  wh ich  a re  n o t ava i lab le  
c o m m trcially. W Jl i Ie thee cases  a re  th e  e x M z p i Q E &  th e y  a re  v i ta l - to-veter inary p tie n t j 
care.  Ifpharmac is ts  a re  n o t a l l owed  to  u s e  bu lk  chemica ls  fo r  c o m p o u n d i n g  fo r  an imals ,  
ve ter inar ians  wi l l  b e  u n a b l e  to  treat p a tie n ts th a t requ i re  spec ia l i ied  o r  d k e o n tin u e d  
m e d i c a tio n s . 

T h e  dec is ion  to  i ssue  th e  C o m p k e e  Po l icy  G u ide  th a t -d i i l lowzxxxyotmding fkom . 
bu lk  p h a r m a c e u tical ingred ien ts  is m isgu ided  a n d  s h o u l d  b e  w i thd rawn a n d  re issued  in  
draft  fo r m  to  & 5 w  pharmacis t ,  veterkkans,  a n d  the i r  cknts to  c o m m e n t o n  its, 
p rov isbns  b e fo re  it is i m p Ie m u u c d  

E ric V idr ine,  P I), FIACP,  F X A . 



October 10,2003 

Br; Stephen P. Sundlof,.Director 
Center for Veterinary Medicine 

‘-KS- Food and Drug Admi&W&iou(HFV-3) 
7500 Standish Piace 
-Rockvik, MD 20855 

Dear Dr. Stephen F. Sundlof, 

.I am writing to convey my concerns with theCetn@iance Policy Guide(CPG) issued 
that threatens my ability to compound many products for my veterinary patients. CVM 

“ksued this CPG-in tinal form &tbout dlowing oppurttmity %r comments, in violation of 
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic 

.and dexrveac cmtment period~belb~e beingput-into -ct. 

FDA’s prohibition in this CPG against compounding from bulk active 
’ p%armaceuticak is xtdremdy rrrob-lematic; It is essentW&at pharmacists be allowed to 

compound for non-food producing animals from bulk drug substances. 

“1 want to ask FDA.?0 withdraw .tbe CPG and reissueit in draft form to allow for 
rmacists, veterinarians, and patients to comment on its provisions before it is 

Sincerely, , 

’ Kathy Hursw 
Heritage Pharmacy 

_ 1587 Springhill Avenue 
Mobile, AL 36604 
(25Q432-0718 

‘IX Mark McCWlan+ FDA Commisioner 
cc: Representative Jo Bonner 

‘cq Senator Jeff Sessions 
kc: Senator Richard Shelby 

. cc: Internatkmai Academy of Compounding Pharmacists 

I -d bL69-EEt-TSZ dIE:Eo &O 01 130 



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

U.S. Food and Drng Administration (HFV-1) 
7500 Standi& Place 
Rocl&e, MD 20855 

D&i Dr. SundloR 

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

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

Often, veterinarians use human medications to treat pet problems. When the 
human dose is not suited for an animal or- when the human version is removed 

: from the market (sometimes for health reasons and sometimes for economic 
reasons); the pharmadst i.smHed upon to make a treatment from bulk materials. 
This CPG threatens to deny veterinarians their right and duty to prescribe the 
treatment they ‘deem be%for their patients. 

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

Patricia A. Frieders, R.Ph. 
‘Phe. Compounder 
575 W. Ilhnois Ave. 
lhtrora, IL 60506 
630-859-0333 FAX 630-859-0114 

’ ~rry@theCompounder.com 

‘cct Mark Me&&n, FDA Comn&&ner (FAX 301~44~3.~0) 
SenatOr Dick Durbin (FAX 202-353-0150) 
‘senator Peter Fitzgerald (FA-X 202-228-1372) 
Representative J. Dennis Hastert (FAX 630-406-1808) 
IACP (FAX i81-495-0602) 

01 ‘d wu 1z:rr EBBZ-IZ--130 



Dr. Stephen Sundlaf, Director (FAX 301~827~44o1).. 
Center for Veterinary Medicine 
U.S. Food and Dn~-Administration-(H~-L~ 
7500 Standish Place 
Roctille, MD 20855 

Dear Dr. Stmdlof% 

The Center for Veterinary Medicine issued this Comphance Pohcy Guide (CPG) 
in final form without allowing opportunity for comments and 1 believe that this is 
In violation of PDA‘Good Guidance Praeticef; Many requirements of.this CPG are 
complicated and really deserve a comment period before being put into effect. 

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

Often, veterinarians w human medicationsto treat pet problems. When the 
human dose is not suited for an animal or when the human version is removed 
from the market (sometimes-for health reasons-and-sometimes for economic 
reasons), the pharmacist is called upon to make a treatment from bulk materials. 
This CPG threatens to deny veterinarianstheirr@htandxWy to @be the 
treatment they deem best for their patients. 

I am asldng 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. 

575 W. Illinois Ave. 
Aurora, IL 60506 
630-859-0333 FAX 630-859-0114 
Larry@tbeCompoundewom 

cc: Mark McClellan, FDA Commissioner (FAX 301-443~3100) 
Senator Dick Durbin (FAX 202-353-0150) 
Senator Peter Pitagerald- (PAX 2c12-&-13723 
Representative J. Dennis Hastert (PAX 63014o6-1808) 
IACP (FAX 28tq95-~602) 



Dr. Stephen Sundlof, Director. (FAX301~827-4@1) 
Center for Veterinary Medicine 
US. Food and Drug Administration (WV-r). 
7500 Standish Place 
Rocl&lle, MD 20855 

Dear Dr. Sundlti 

The Center for Veteriaary Medicine issued this CompIiance.Policy Guide (CPG) 
in final form without allowing opportunity for comments and I believe that this is 
in violation of FDA GoodGuidance Practicea; Mtiyrequirements of this CPGare 
complicated and really desm a comment period before being put into effect. 

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

Many doga, for example, have-seizure .problems that have traditionally been 
treated with phenobarbital. There is a strong body of evidence that long term use 
of that drug does serious ~d&mage to the liver. Usingpotassiumbrumide alao 
relieves seizures but does not damage the liver, Untold numbers of pets would be 
denied this helpfil ~treatmentifthis @G is en&ced. 

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

575 W. Illinois Am 
Aurora, IL 60506 
630-859-0333 FAX 63o-859-0114 
Larry@theCompounder.com 

cc: Mark McClellan, FDA Commissioner (FAX 301-443~3100) 
Senator Dick Durbiu (FAX 202-3~3-0150) 
Senator Peter Fi~ge~Id.{FAx~~2~~~.1~~ 
Representative J. Dennis Haste!? (FAX 630-406-1808) 
IACP (FAX 282~495-o6oz}~ 



October 21,2003 

Dr. Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administrution(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 p.eriod before being put into effect. 

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

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

Terry T. Parker, Pharmacy Technician 
Heritage Pharmacy 
1507 Springhill Avenue 
Mobile, AL 36604 
(251)432-0718 

cc: Mark McClellan, FDA Commisioner 
cc: Representative Jo Booner 
cc: Senator Jeff Sessions. 
cc: Senator Richard Shelby 
cc: International Academy. of Compounding Pharmacists 



October 21,2003 

Dti.‘StephetiF.‘Sundlcif,‘Diretir 
Center for Veterinary Medicine 
U.S. Fodd add Drug ‘AdniiiiiW%tiod(HFvI1) 

,: 7500 Standish Place 
Ro&ville; MD ‘20855 

Dear Dr. Stephen F. Sundlof, 

I am writing to convey my concerns With the %om@iance Pdicy Guide(CPG) issued 
that threatens my ability to compound many products for my veterinary patients. CVM 
issued this CPG in final fomrwithout allowing opportunity ‘for cemments, in violation of 
FDA Good Guidance Practices. Many requirements of this CPG are extremely problematic 
and deserve a I: oxmnent p&iied btifoi-e‘ b&ing plit irito &feet. 

FDA’s prohibition in this CPG ag&inst compounding from bulk active 
pharmaceuticals is extremely Droblematic. It is essential that pharmacists be allowed to 
compound’for non-food,pkd;du&g ariimhls from’ bulk drug substances. 

1 want to ask.F’DA to withdraw ‘the‘CPG and reissue it in draft form to allow for 
ph 

“r 
macists, veterinarians, and patients to comment on its provisions before it is 

imp emedted. 

Jean L%, Store CJerk 
Heritage Pharmacy 
1507 Springhill ‘Avenue 
Mobile, AL 36604 
(251)432-0718 

cc: MatikMcC~eRan,‘FDA‘Commisioner 
cc: Representative Jo Bonner 
cc: Senator Jeff Sessions 
cc: Senator Richard Shelby 
cc: International Academy of%ompounding‘Pharmacists 

I -d bL69-E&C-ISz d6o:Eo EO 12 130 



Dr. Stephen Sundlof, Director (FAX 301-827-44~1) 1 
Center for Veterinary Medicine 
U.S. Food and Drug Administration (I-UN-i) 
7500 Standish Place 
Rockville, MD 20855 

Dear Dr. Sundl&, 

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

The FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals isex&emely prablematic. Itis esaentid that pharmacists be 
allowed to compound for non-food producing animals from bulk drug 
substances. 

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

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

Sincerely, 

’ The Compounder 
575 W. Illinois Ave. 
Aurora, IL 60506 
630-859-0333~ FAX 63o-&j9-o12+ 
Larry@theCompounder.com 

cc: Mark McClellan, FDA Commissioner (FAX 301-443-3100) 
Senator Dick Durbin (PAX 202-353-0150). 
Senator Peter Fitzgerald (FAX 202-228-1372) 
Representative J. DeanisHastert. (FAX630-4~1So@, 
IACP (FAX s&-4g5-o602) 
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Dr . S te p h e n  S u n d l d -  
Director  C e n ter  fo r  V e ter inary  M e d i c i n e  
U .S . F o o d  a n d  D r u g  A d m inistrat ion (I-W V -1)  
7 5 0 0  S ta n d i s h  P lace  
Rockvi l le ,  M D  2 0 8 3 3  

I a m  a  th i rd  g e n e r a tio n  pharmac is t  a n d  I- l ove  c o m p o u n d i n g . M y . 
veter inary  p a tie n ts a re  vev  d e a r  to  m e  a n d  requ i re  m ? ; serv ices in  o rde r  to  
c o n tin u e  wi th a  g o o d  qual i ty  o f life. W h e n  I h e a r d  w h a t w a s  h a p p e n i n g  I w a s ., 
shocked .  W h y  w o u l d  th e  g o v e r n m e n t restrict pharmac is ts  f rom he lp ing  p a tie n ts? 
W h e n  I w a s  back  in  pharmacy-schoo l , .  I to o k  a n  o a th . P a r t o f-th a t o a th  w a s  to  
p rov ide  th e  b e s t ca re  poss ib le  to  m y  p a tie n ts. In  o rde r  fo r  m e  to  c o m p o u n d  th e  
b e s t poss ib leprescr ip t ionsfor  m y - p a tie n ts, I n e e d  to  h a v e  access -and  th e  abi. l i@ . 
to  u s e  bu lk  p h a r m a c e u tical g r a d e  chemica ls .  R e s tr ict ing m e  f rom us ing  th e s e  
w o u l d  n o t on ly  d e c r e a s e  th e  qual i ty  o f s o m e  c o m p o u n d s , it w o n l d  m a k e  o ther. .  
c o m p o u n d s  imposs ib le  to  m a k e . T h e r e  a re  n u m e r o u s  c o m p o u n d s  th a t w e  m a k e  
fo r  an ima ls  w h e r e .-a c o m m e r e k l p tn d u c t is n o t ava i lab le  in  a n y  fo r m . If y o u  cou ld  
s h o w  m e  th a t w e , as  c o m p o u n d i n g  pharmacis ts ,  a re  caus ing  m o r e  h a r m  th a n  
g o o d  by  c o m p o u n d i n g  wi th bu lk  chemica ls ,  I wi l l  l i s ten-and.do w h a t is b e s t fo r  
m y  p a tie n ts. O therwise,  th is  n e w  ru l ing  w o u l d  b e  a  t ragic m istake cost ing m a n y  
an ima ls  th e  qual i ty  o f l i fe- they h a v e  n o w . 

I a m  truly d isgnstedthat  C V M  issued  th is  C o m p l i a n c e  Po l i ce  G u ide  ( C P G )  
in  l ina l  F o r m  wi thout-  a l low ing  o p p o r tu n i ~  fo r  e o m m e n tss, in  v io la&n  o f.FDA , 
G o o d  G u i d a n c e  P ract ices. M a n y  r e q u i r e m e n ts o f th is  C P G  a re  ex t remely  
p r o b l e m a tic a n d  dese rve  a  e o n tm e n t pe r iod  b e fo r e b e &  p u t in to e ffect. In  o rde r  
to  serve  th e  pub l ics  b e s t interest,  a n d  fo r  th e  benel i t  fo r  th e  h e a l th  a n d  we l lness  
o f th e  an ima ls  in  q u e s tio n , th e  F D A  s h o u l d  w i thdraw th e  C P G  a n d  re issue  it in  
draft  fo r m  to  a l lo lv  fo r  pharmacis ts ,  veter inar ians,  a n d  p a tie n ts to  c o m m e n t o n  its 
p rov is ions  b e fo re  it is i m p l e m e n te d . 

Jeff C a r s o n  R .P h . 
Oakde l l  P h a r m a c y  
7 2 2 0  Lou is  P a s teur .  
S a n  A n to n i o , T X  7 8 2 2 9  
2 1 0 - 6 1 4 - 6 2 ~ 0  

cc: M a r k  kfcClel lan,  F D A  Commiss ione r  
cc: IA C P  
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ROYAL 
Dr. stc+x1 Sunillof, Ditior 
Center for W tcrinery Mdicim. 
U.S. Food and Drug Athinistntbn (HFWI) 
7500 Standish Phx 
Rdwillc, M  u 20855 

Dr. Sundlof. 

‘I’hc (:VM js in vi&&n of t43A (id (;uiJnncr I’racliccs by issuing this (11% in lind form withtjut dlowing the 
opportunity Ihr c0mmcnts. Many of the rcquiwncnts of this CPG MC tzxmmely probkmatic and dcscrvc; a comment 
period bcforc being pul into elT?ct. 

In our pmcticq the compounding of pharrnaccuticals to meet thi: .sp&f& ntxd< sf indi\ridtml p&n& is crucial. 
Without thcsc ntiictrlions. the quality-oTlifc.tor mi\ny family pds will Ijlt~r. Some ofthc conditions for which W C  

provide compour&xJ ntiicltions include: scizurc control, inappropriate sprqiw*tt& hypcrtcnsion, 
hypcrthyroiJism and diabetts. Without the Pbiliiy. to compound with pure hulk chemicals. the very lives ol’scvcral 
pets and animills will bc a1 stdlc. 

As YOU know. a rSnxily pet is more than a mcrc animal. A pet is a part of’& f&rrily ,md &%TVC?S the same: IU~CCC ~\nd. 
cart as atly other ftlmily mzmbtir: For some peq&, their. pets arc the only family they h~c I&, and it is up to Ihc 
mcJi& communily to make sure that mcasurcq arc in phcc to ensure proper mcdic;rt ctln: without hindrance from. 
faulty Icgiskwrcs. 

1 imPlorc the I;DA to withdraw the Cl% and reissue it in drafi form to rrilow br pharmacists, vdcrinariims and p+X, 
owrxrs to comment on its provisicins bcforc it is imp&xatc& 

-- 



October 10.2003 

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, 

I am a compounding pharmacist in Grand Rapids; Ml. Mypractice m B 
other areas. in the treatment of animals and animal diseases. Many of these animal ’ 
patients and their owners w4#&3urrabIetacontktuetoreceMthe#madkHonsiftFae- 
Center for Veterinary Medicine (CVM) Compliance Policy Guide (CPG) is allowed to 
become law. The FDA-has long recognirert custom compounding for human patients 
on the order of a physician’s prescription as pati of.the.custmaty pctkot 
pharmacy. -Why has the FDA taken a more restrictive stance on veterinary 
compounding than on humancompounding? 

This policy is troubling because first of all because the CVM issued this CPG in final 
form wiuIwt allowing oppoftun‘ 

T 
for comments , .in violatiertuf FDA Good Guidance 

Practices. Many requirements o this CPG are extremely problematic and deserve a ’ 
comment period before being- put into effect 

The FDA’s prohibition in this CPG against compounding from bulk active 
pharmaceuticals is &rem& oroblematio. It is essentiatthet- pMmac&s be allowed-to 
compound for non-food producing animals from bulk drug substances. Compounding 
from FDA approvedcommer~ products often- presentsafi#ict&y because -the. 
excipients used in the commercial product are unacceptable in taste or texture to the ‘* 
animal or provide so muchbukb-the-comund that it cmnot be successfully made;- 

tf this CPG is implemented, what can we dc for a pet rat that had her nose accidentally 
broken when her owner shut it in the door? TV--to force it to -take over the counter- 
ibuprofen or start with a custom compound that the pet wiit take without further trauma. ’ 

How about the cat whom the owner cannot give a pi117 Should thii animal be forced to 
spendweelcsinananimath~90ttrata~cacrgtusc-tke~~daitgcmeds, 
or should my pharmacy be allowed to compound a pleasant tasting compound for the 
cat (triple fish based, for examplie) #ret the owner caneasity admE&&? in many 
instances, we can make a tramdemal -gel whiih aMwe art ewen less Wwmatic means 



I  --  

o f admin is te r ing  m e d i c a tio n s  to  an imals .  

W e  h a v e  l i teral ly h u n d r e d s  o f e x a m p l e s  in  -my  pract ice a l o n e w h e r e  c o n ~ p o u n d e d .~  
m e d i c a tio n s  us ing  bu lk  subs tances  h a v e  n o t on ly  improve  th e  qual i ty  o f th e  an imr i ls’ 
l ives,- b u t in  s o m e  instance, ,  h a v e  s a w & th e  a n & & s  f rorndeat ix  

I a m  ask ing  th a t th e  FDA-w i thd raw- theGPG a n d  re issue  it indraf t  fo r m  b-a l low-  
pharmacis ts .  veter inar ians,  a n d  p a tie n ts to  c o m m e n t o n  its p rov is ions  b e fo re  it is 
i m p l e m e n te d . 

T h a n k  y o u  fo r  your  cons idera t@ , 

y--y-- q*  & , 

Dav id  J. M il ler, R .P h .., P h .D. 
P h a r m a c y  M a n a g e r  a n d C h i e f Formu la t ion  S c i e n tist 

d j m /DJM 

C C : H o n . T o m m y  G . T h o m p s o n , S e c r e ta r y D e p a ~ n to f Hea l th  a n d  H u m a n . 
Serv ices  
M a r k  McCle l lan ,  M D ; P h ;D., FfS & x n m i s s i o n e r  
S e n a tor  Car l  Lev in ,  M ich igan  
S e n a to f D e b b i e  S ta b e n w x  M ick igaR 
R e p . V e r n o n  Ehlers ,  M ich igan’s 3 ti District 
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Alan M. Weissman, Charm. D. 
Gompatmding-l?Mm*i* 

64 Four Seasorts Center. Chesterikid, MO 63017 
onve &-wptl 

October 1,2003 

Dr. Stephen Sundlof, Director 
Center for Veterinary MedicineS~ 
U.S. Food and Drug Administration m-1) 
7500 StandishPlace 
Roebilk, MD 20855 

I am writing re: the nevv Compliance Foliey GuidQCPG) just released in .fmal foimf&n 
the FDA in violation of FDA’s Good Guidance Practices. The new CPG did not allow 
for COIlUllentg .&XII &G&X& i&iVidUals~~tiStSj VCtEIinariMS-and pet OW+J 

The CPG is especially probbxnatic for the non-food producing animals that are the 
entirety of my veterinarypharmaoy practicei It is esse&al- that-1 ,beable to compound. 
f&n bulk compounds. This restriction would make the provision of many therapeutic 
compounds unavailable to patient&. 

For example, for cats I have prepared Diltiazem in a Transdermal gel that is placed in the 
non-hairy area of the cats ear for treatment &cats with Supraventricular 
Tachyarrythmias, Iiypertrophic Cardiomyophatby, and /or Hypertension. This gel could 
NOT ~fftcti~dy be made from “&round up” Diltiwsm &MS k-W the fillerSi bind-. 
and dyea in the commercial tablet. This compound is easily made from bulk drug ‘, 
P--p. 

Similarly, Methimaxole ‘I’r~l~ge-gel for cats is andher-compowrd tbat,euuld NOT 
effectvely be made from “gound up” Metbimzole tablets due to fillerq binders md 
dyes in the commd tabkt 

There are many other similar examples-of Compouods-tit would notbeahk tfd.xr 
compounded without the use ofbulk powders. 

I request that the FDA withdraw the CPG and reissue it in a dr& form to allow for 
pharmacists, veterinarians and pet ownerr to W-E OR its-pfovisious before-it- is, 
impkmented. 



Sincerely yours, . 

cc: Mark M&h&tu, FDA .cQT 
cc: Todd Akin, Representative 
cc: Jim Tale&, Senti=. 
cc: IACP 

PAE 82 
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Dr. Stephen Sun&of, Director 
Center fbr Veterinary Medicine 
U.S. Food and-Drug Administxation (HFV-1) 
7500 Standish Pbce 
Rockville~ MD20855- 

&!iaEmaeedham. 
903 S. Ironwood Dr. 
Moses take WA 98837 
(509)764-2314 
lllk@&sS:r& 

Dear Dr. Sundlof: 

The U.S. Food and Drng Administration (FDA) Center.for Veterinary Medicine 
(CVM) recently issued a Compliance Policy Guide (CPG) on compounding 5x animals 
that disallows all compounding Erurhukpkma-t& iwW * -.&p&g& a s&g&&&&. 
much mote restrictive than FDA’s policies governing compounding for human p&ems. 
Many requirements of #ii-CPG are pivbkm& and deserve a comment per*-‘I 
being put into effixt- 

The FDA-‘sprat in this CPG against compounding from buik active 
pharmaceuticals-is extremely problematic. It isessentiid-that-pharmacists he a&wed to 
compound ibr non-food producing animals from bulk drug substances. 

For exampie; I- conrponn&prcsu@&nsofpo tassiumbro&e-h dogs*~preveIlt-~ 
seimres.. Veterinarim s use this as 8 second line agent in combination with other agents 
afler the CommerciaEy z+vaikWaW hav&kentri& Therekno~ly 
avaiiabk potassium bromide. I would hate to see. owners have to -watch their dog-be in a. 
seizure (some upto 1 hour at a time), and Possibly get brain damage or have to be put to 
sleep, hecause-of thknewguidehhc. 

Compounding is essential for veterinq medicine since the size ofanimals range 
from a 1 pound-bird with pneumonia +a a 15# pound fxxse with Q&rings&W. 
Without bulk drug substancz@ could not heIp these- anhnakz The commerciai drug 
manufacturers cannot always help these animals because of the small numbers of them so 
it is not economieahy viable fbr them 

Compounding for animals, is a long time pharmacy tradition, please do not take 
away the-ability ofpharmacists to-help animals. Please withdraw the CPG.andreissue in 
draft form to allow veterinarians, patients and pharmacists the chance to comment, bcibre 
it is indemented. 

3hawn Needham, Compounding Pharmacist 



42 Timber Lane, So&h EWbjbn, VT 05403 
Phow 802-864-0812 TolCFree: 80&928-1488 Fax 802-860-1489 

Ema mailmustmsm.corn Web: wm customrxshoo corn 

09/3om3 
Dear lACP, 

Here is a copy of the letterthat Lsent to Dr Sundloff, Co mmissioner MccCleEau, our Vermont Repmsentative.Bemard 
Sanders and our Senators James Jeffords and Patrick Leahy. 

I am-a compoumhng pharmacist and prepare a few veterinary compounded prescriptions every day, mciudmgsome that arc 
life sustaining, for our dients’ non-food use pets. I am writing to ask for your help in changing FDA’s recent Compliance 
Policy Guide that prohibits theuse ofbulk compounding powders in prescriptions. 

We prepare customized prescriptions for individual animals prescribed by theu veterinarian. I work very closely with the 
local veterinarians and know many of them on a personal basis. We do not manufacture Large amountsof product to selLat. 
wholesale or to clients that we don’t have a relationship with. We use bulk drug compounding powders that are of 
pharmaceutical quality equal. to.or.hi&r LhanthaLrequired for human-use That &hey are t&ed.and provided to me. with. 
certificates of analysis demonstrating that they meet USP [United States Pharmacopeial) standards. Occasionally we use 
NF powders, meetii National Formulary standards, which isoniy adiffhrence of semantics and are of equaiiyhigh 
quahty. Rarely, there are vetermary drugs that do not have a USP/NF monograph. In that case we use drugs meeting the 
American Chemical Society (ACS).smndards or.ot&uzstan&rdssu&as LheBrit ishPharmacopeua Very rarely there isno 
standard available, but again we only buy drugs from compoundmg wholesalers who can provide us with a valid certificate 
of analysis demonstrating purity. 

FDA’s recent compoundmg CompliancePolicy Guide (CPG)-restricts us fromus&bulk powders.for compounding 
Instead we would be forced to use only veterinary or human approved tablets, capsules, elixirs, etc. . to compound. The 
problem with this is that these approved products contain inactive ingredients that make compounding diffcui$or 
Impossible. 

For example, I make chewy cat treats for l-cat that-contain atenolol-6.25mg Thecat is very fmieky ancl the treat-is about 
14 the size of a dime. I use atenolol, USP powder and can drsguise it III the treat However,  rf I were forced to use 
atenolol tablets it would be diftieuh to incorporate the tablet into the treat. ‘&hisatenoh+powder meets the same USP 
standards that are required for the drug in the tablet, but the CPG would force me to use the tablet and not the powder. Thm 
medication JS neces%wy for this .cat with a cardiac-condrtron to hveand- of- I had to use&tabletsI would notbe able to. 
disquisc the drug in the h-eat. This is just one example of how difficult the CPG would make it to setve veterinary patients 

044 issued this Compliance Pohcy Guide in final form without allowing opportunity for comments; in violation of FDA 
Good Guidance Practices. Many requuements of this CPG are extremely problematic and deserve a comment period before 
being put into effect. 

FDA’s prohibition in this CPG against comp~undingkomhulkactivepharm~skextr~eL y uroblem~c It is 
essential that pharmacists be allowed to compound for non-food producing ammals from bulk drug substances. 

I am requesting your assistance-in withdrawing the FDA’s CPG andreissuingit in draft formto allow for pharmacists,, 
veterinarmns. and patrents to comment on it’s provrsions before it is implemented. If you have any questions, feel free to 
contact mc. 

Very Sincerely, Eric Brewer 

Cc: Mark McClellan, FDA Commissioner; Senator Patrick Leahy; Senator James Jeffords; Representative BernardSanders; 
LACP 



1 OCTOBER 2-003. 

Stephen F. Sundlof, Director 
Center for Veterinary Medicine 
U.S. Food and Drug Administration @ iFV-1) 
7500 Standish-Piace 
Rockville, MD 20855 

Dear Dr. Suqf: 

I am writing to you in concern-over the recenty. issued Compliance Policy-.Guicie 
(CPG) on compounding for animals that disallows all compounding from bulk 
phatmaceuticaf ingredients. The-prohibitiian-in!his-EPG is extreme&~ 
prob!ematic. It is essential that pharmacists be allowed to compound for non- 
food producing animafs. We have so many animaI+ that ‘we treat here in the 
pharmacy.that would.sutfer andevendie twcause of such a regulation. At the 
very least quality of life for these animals would be greatly affected. Some 
animals just wiil not .take medicinein current dosw forms.and weena&the. 
dose to be given as directed by the veterinarian by utilizing a different form. 
Cats are notorious br’fHng ab!e to hi&.a tabk?t and-get rid of it-up‘to a’how; 
I&r. Some animals need a dose that is different from available doses base&on 
sire of age. By not aHowing &znsed vetefifiafh, eq3efts in bvhat the anim& 
need, to write for themost effect&e-drug and dosage formfor- the medicine lo-be, 
delivered, this guideline is tying helpful hands. We believe the Center for 
Veterinary Medicine-issued this-CPG in fmat-form without allowing .o,pportunity.. 
for comments, in violation of FDA Good Guidance Practices and that many of 
these requirements ar+z extnzm&y prot~kzf~szt&md deser~a~ commnt perlob 
befor being put into effect. We ask the FDA to *withdraw the CPG ard reissue 
it in draft form to aHow fer vet&n&ans, jLw&-ttsaRdphaf~k~commentGn 
its provisions before. it is. impiemented. 

Sincerely, 

John Urrutia, RPh. 
Pharmacy Manager. 
Union Square Pharmacy 
8015 W. At&.. 
takewood, CO 80226 
(303)274-7877 Fax-(303)2?4-7974 
JJRRuTiS@MSN.COM 
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Dr. Stephen Suttdbf, Direct& 
Center for Veterinary M tidicine 
U.S. Fuod & Drug AdmiiristraW~V-l~ 
7500 standiish Place 
Ruekville, MD 20855 

CC: Mark McCe&n, FDA C W  
Senator Kay-lktiky HIZ&&O~ 

&?xT(301)443-3m3 
Fax ~2u2)-224-W&. 

Senator John Comyn 
Reps-eseottativc Charles Stenhokn 

Fax: (202) 228-2856 
Fax: (202>225-2234. 

IACP Fax: (281) 495-0602 
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Dr. Stephen Sundlof, Director 
Center for Veterinary Me&ho- 
U.S. Food and Drug Administration (HFV- 1) 

Dear Dr. Sundlof: 

I am writing to express my sincere concern with therecent;ty issued-FDA VET CBG that severely restricts \ 
pharmacy Prescription compounding for household pets and other animals that are not intended for human food 
productiyL : 

,. . . 
It appears’that Uro’CVMissued this Compliance Policy Guide in final form without allowing opportunity for 
commen& wbicb is-m violation of FDA Good Guidance Practices. Many requiremems of this CPG are 

.‘. ex&e~~ely pr$lerii& and deserve a commwt p&oct be&e b&g put into effect. ,.., , . 
.: 

FDd’s p&ibiti~kthk CPC againstcompomrdingfmm bul& active pharinaceuticals is eximmeb 
problematie~,~t’is essentiel that pharmacists be allowed to compound for non-food producing animals from bulk 
drug substances. 

Our vet, prescription compounding service meets many important needs of the pew of our customers. For 
example, wt--suppIy ursodiol for cats and dogs. suffering from digestive problems related to gall bladder 
function. We supply parwsiam-broxnidc iti vtious dosage for& f6r seizure control in dogs. We suppry 
methimazole in various dosage forms for cat’s thyroid disorders. These are household pets, and these drugs 
won’t get into hum-food supply Xf we are p&&ted to cqmtu&vet xrmscriptrmn; veterinarians willlose a 
very valuable resowce in their day to day t.reatma&of household pets and their medical, problems. 

I respectively ask the FDA to withdraw this CPG and reissue it in draft form to allow for pharmacists, 
veterinarians, and patients to commenton itsprovisions before it is implemented. 

~ 

Barry W. Feely, yh 
Medicine Man Prairie Pharmacy 
8093 N Cornerstone Dr. 
Hayden, ID 83835 
2087629355 
medmanpharmacy@n.m.com 

, cc: Mark McClellan, FDA Coqtmissio~er;,, I ..,. ,. , cc: Sini Mike Crapo, Se@ny Ciaij~, Rep;Bi&h’Otter 
&.:mcp : * -I:. ; ‘:.’ ,_ ,’ __ 

., , ;- ;. ,,.... I.. . . C.... Le. LCLC.‘. . . . C. 
.‘: ., 



Wiffiam C..Johm, D.&i, F;&G.P., AAC.A 
Dwner Paoph3s custm Rx 



650-949-226s P- I 



San 29 04 12:32p Jim Gillespie 
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Ji~i CRIEspiE, R. Ph. 
C-rnK &fARMaC,sr 

I have geeat concern about theFDA!s prohr&itianofm from h&k active 
pharmaceuticals. In our compounding practice we assist many non-food producing animals with 
their health problems.~ This morn&~-parrot -with itch&feetreceiveda~~ 
;~tihistamine. This reheves the itching so that the bird does not peck away at it’s feet. We make 
methimazole transdermal gel&~-~catswiththyroiddisarde~ The conunerciaffy avaiIah4 
tablets do not work well because of the fillers and other inert ingedients. In short compounding 
From bulk pharmaceuticals for non-i&i animals offers many-bene.fits for the animals .and no risk. 
for the food we e&z 
I object to the foHowing:- 
(A) CVM issued this Compliance Policy-Guieg in-fin&form w-ithou&aNowing opportunity fer 

comments, in violation of FDA Good Guidance Practices. Many requirements ofthis CPG are 
extremely problematic and Am BeFiQd befoFebeingput.intoeffect, 
(B) FDA’s prohibition in this CPG against compounding fi-om bulk active pharmaceuticals is 
extremely problematic. It is essez&l that pharmacists beaUowed to compou& -6~ nor&&. 
producing animals from bulk drug substances. 

Please withdraw this CPG and reissue it in draft form-to a&low for pharmacists~ veterinarians and, 
patients to comment on its provisions before it is implemented. 

%m Gillespie R. Ph 
ReP 
Compounding Phaxmacist 
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29 Jmwy 2004 

Dr Stqbta F. SW~&O~ Directar 
Qnter for v&+uv Medicine 
U.S. Food aad Dn$ AdminisuatianQf’FV-1) 
7500 StandishPtace 
RockdIe. MD 20855 



TABOR DRUG, NC. 
224soayFt)NcAtFtS’fREfF~ 

UNOSAY, OK 73052 
WW56-3222- FAX 4XSWBf31 

Dr. Stephe.n SundJo~ Director 
c.enterf0r.V~~. 
U. S. Food and Diug Administration @@V-l) 
7500 -PIace 
Rocm -ml mm 

I b&eve the FDA should withdraw the CPG and reissue it in draft form for pharmacists. vet&x&q 
siitd pademto cxnmnentonitspmui~ithimpiemented, 

Jan. 3 J, 2004 



6th 532 

i 6 16-532-2361 Fax 616-5~2-6122 

1 ‘am W W g  to @cpress concern.3 I have with the Compfiance P&y Mde fM ww 
i sued in f=l form. There arc some requitemeats ia- tkioCPG -that rue. B probkfn.~ I 

i 

l ieve that there needs to be a comment period b&xc this is put into e&et. One 
p hibition. in the Cm gg&s compoundii  #im-btdlt active itqgdhts-is-extremely 
p oblemtk. !I is es;sbntial that pharmacist be abb to compound for non-food pPodueiag 
8 ids fhmbu~-9u~ Theream mmy. irstatm  w&zeMng abtilk the&al is 

tssary. 

K 

For an exarnpk, wing Potassium Biqmidc for treating seizures in canines. 
itb out the ittiM ), to ujc- Ritz pure--&&I&&; many pets wllllfE1‘ suff’er, or have no 

e ice but to be tithanizd, 

B/tuS 3wen RI%. 
Cpmpounding Pharmacist 

ck FDA Co_mmissioner Mark McClellan M .D. Ph.D. 
j sellator~S~- 
I Sella!or Carl Lrvifl 

/ 
Representative Vefmn Ebb 

I htWnatianaf Academy of Cornpoundiclg Pharmacist 
! 
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* MOSS PHARMACY AND NUTRITION CENTER 

P-01 

R T (“TtNNY”) MOSS, J9 
PHARMA1:IST - CMFMIS r 

Rnd-E WtSI SECOND LOOP ROAD 
FLORCNCF. SC 29505 
twlNE 843 669 0289 

FAX 843 667.9964 

May 26,2004 

Lester Crawford. 
Acting FDA Commissioner 
Washington, DC 
FAX 301-443-3100 

VIA F\AX 

Dear Commissioner Clrawford: 

1 am a pharmacist who uses bulk drug ingredients to make medicines for campanion and 
non-food grade nnimals. I respectfully ask you on hehalf of the FDA to withdraw the 
CPG issued in July. 2003 that disallows compounding bvilh bulk ingrcdicnts Ibr animals. 

1 have copied letters to my.Scnators and Reprasontatives~to you; exprcsstng my concerns 
about this CPci 

Tenny Moss 
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MOSS PHARMACY AND NUTRlTlON CENTER 
R 1. (“TENNY”) MOSS, JR 
PHARMACIST - CHEMIS I 

IMa) .2s, TOO4 

W4-E WEST SECOND LOOP RDAD 
FLORENCE. SC 7951~1 
PI IDNE RGhb!1-&@8% 

FAX 843 667 9964 

Representative James Clyburn 
Washmgton. DC 
FAX 202-225-23 13 

Dear Representative Clyhuin: 

In July, 2003 the Food and Drug Administration ishucda.Compliance Policy Guide 
(Cl%) on compounding li)r animals Ihal disallows all compoimding from hulk drug 
ingredients. This C’PG appliesto veterinarial+s.nnd phannaoists who -compound mcdicirlc 
for non-food grade animals. 

The FDA issued this CPG in liniJ.limn,.withclul pr~~vidingoppodunity Ibr any public 
input. As 1 understand it, this was done in violation of FDA’s own policy and usual 
pr3CCiW 

‘I’hc new policy prohibiting vctcrinariansLtnc1 pharrn&tis liovn-using hulk drug 
ingredienls is unreasonable in the extreme. There are no other sources of drug ingrcdicuts 
for many animal prescriptions.- I .havomany &g!s-with &zura disorders-on the drug 
potassium bromide cq~sule~ and liquid. We make their medicine with bulk potassium 
bromide. I prepare dicth-ylstilbcstrol. I mg capsules far. dogs -with urinary incont/nenctt. 
The only source li)r the active ingredienl is bulk powder. This past week WC made oral 
suspensions of mctronidazolc bcnzoatc for dogsi sat% anda bird kl treat -inl&ctions in 
those pets. The only source Ibr me~ronicla/ole henr.oate in America is from bulk powder. 
‘Ihere arc many other occasi.onstin it L.snc~~ss~y.~cr~~~~kg medicines for coltrpanion 
animals from bulk powder drug sources. We make medicines for people everyday from 
bulk sources of active ingre&ettts.- Where-if t.hc lag& that-prohibits a vl’tcrinarian or 
pharmacist from \Ising bulk ingredients IL) make medicine for non-thud gr:rude ahimals 
crm~iny from? It certainly c#&s.not come from-scictjcc 0~ common~scnsc. 

If veterinarians and ph.armacists arc-prohibircd by..& FDA from using bulk irlgtcdicnto to 
make medicines for animals, two things will happen: the animals will remain .sick or will 
die 
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I‘enny Moss 

cc: Lester Crawford, 
Acting FDA Commissioner- 

cc: IACI’ 

P-03 



Your CVM has isstl&W C:o~W P&y &i&F in- finttl frrmr v&h*at e:wsg s 
opportunity for comments &WI all parties involved, which is in violation of FDA Good 
Guidance Prac?ices. Ml&ny rquirements of tis CPG are extremely probiematic and deserve a 
comment period before being put into ef%ect. It is essential that @arma&s be allow-to, 
compound for non-food producing animals from bulk drug substances. For example, 
dkt~ylstilk+tetoI used for urinary incontinence in -dogs, mettile used&r thy&d probfents 
in cats, and cisapride used in many household pets for GI problems. While I do agree we must 
focus on many iilegsl&ugsbeing given to d we CW, E b&eve&at we need to ask 
the FDA to withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians; and patients 2f.M omment mr its provisiorrs before it is implemented. 

cc: Mark Mctletlan, FDA Commissioner 
cc: Sen R. ar 

““h cc: Sen E. Bay 
cc: I- Assoc. Compo?ln&ng Pm’ 



Ii=kar Dr. Sundfof, 

Your CVM has issued this Gomplkce Policy Guide iix k&f~nrr ~&out alloting. 
uety for comments from aff parties invotved, which is in violation of FDA Good 
ouidance Practxes. Marty requirements of% Cm-are extremely problematic and deserve a- 
Wttiment petid before being put into effect, It is es?&ntial that pharmacists be allow to 
compuund for non-food producing animals from bulk drug substances. For example, 
dkthylstilbestexol used for urinary incontinence in dogq m&imaz& used for thymId probkx. 
in cats, and c~sapnde used in many household pets for GJ problems. While I do agree we must 
focus on maRy- illegal drugs being given to a&n& we cuxsmxq f;tte3ieatba wmeed ro ask 
the FDA to withdraw the CPG and reissue it in draft form to allow for pharmacists, 
veterinarians,-and patients taLx%maeM on-*pFrFYi~~~fl is intpfelnented. 

Jeff Barton R.PB. 

cc: Mark McCldlrtn, FDA Commissionec- 
cc; sell R. Lug&r 
cc: S&E. 4ayh 
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Lester Crawford, Director 
U.S. Food & Drug Administration 
(301) 44373LOQ i 

Timothy H. Wright~+?J?k: 
05/20/2004 
Complicance Policy Chide 6Og:hXY 
7 

q Urgent q Reply ASAP q Please Comment q X For Your Records 

Comments: We, arrlent supportersof p&owners and fheir-veterinarians, are extremely opposed to the 
final form CPG 608.400 and request thal the document be withdrawn and reissued in draft form to allow 
open hearings an the many concerns inv&ve&. 

, We believe !he document was issued-o&Me of correct pmcedures..wBout-public comment. 

e Please review copies of faxes sent witf~rega&t~tfMssnetcr §-and Sessions and 
Representative Bacchus. 

! cc: IACP 

Fromthedeskof.. 
Timothy U. Wright. RPh 

Compuunding Pharmacist 
Tusdoosa. AL 3544% 


