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Charlotte W iltiams 
FDA Dockets Management Branch 

June 21 ) 2005-‘ : 
. I .__ 

Re: Citizen Petition ~(XEGVXI76 * 
[301]827-6870 fax 
[30 1 ] 827-6858 ph .,, 

‘:. .x 
’ _. 

k 
i 

Deaf Ms. Williams: 

The following is a seeon6partOf the 
comments regarding the FDA Citiz& 
indications for the uSe of Oxycpnti~ and Palladom 

This petition deserves i 
lives have been and. 
wishes to discuss my 
w.ith me .personal&,.P .can”. 
Fax: 843-293-2413; CNfice phone: 843-293-I 622; 
E-mail: ~~~s~,~~- Thank you kindly. 

Addenum: The Response to 
Rooyans On 6/20 {dat&6~16@, p; 
to be Rheumatology, not Addiction Medicine. 
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Response to Grrmmnts on FDA Citizens’ PMion 
General Considerations 

The motivations of COW 
defending the excessive overuse 
context, It is extre 
drug in the high concen 
become so readily availSable as to fl 

occurred. It is becoming z&ur~#tiy- 
management in cancer imay n0t be.? 
disorders for which opioids ha+ &IWJ freely &~cour 
was approved and widely used far. moder#e @severe 
resulted in a mounting volume of adu-e;rsR. e&k,. Wh3a at 
clinical studies are indicating 
data. On the other hand, counsel 
unsubstantiated claims ~abotktk e 
with chronic non-cancer pain under 
treated pain. Because of t 
scientific data supporting 

Petition. 

The broad indications for the use. of OxyGonttt. [a@ ww PatI~o~~j aspromo@$ by 
both Purdue and a number of 
approval], have been form 
criteria. This has signific 
pain patients in whom t 
range of psychological .disorders. 
individuals have either chronic non 
narcotic or other drug addictions, a &&ion to 
prescribe opioids in this i$rge. cohort@ 
explosion of unnecessary ,presc 
drug through illegal sales on VI 
samples of a large group of 11, 
40% of the drug was 
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were present in 45% of opioid ,~~~~nd.~~~~ 
dysthymia, or problem drug use were “4 times more, I 

In the “rush to opioids 
psychiatric co-morbid 
overdose, have often 
dangerous substitutes fof appro@ata 
[e,g. rehabilitation techniques ~~~, 
drugs are prescribed all t~~~~u~ 
misdiagnosed or over-~~~~~~~.~y~~.~ 
“degenerating discs”. Howe\car, 
in rheumatology, behavi$xaLscia 
patients with chronic rim-cancer 
includes comprehensive 
strategies to seIfWtegulafe 
productive cognitive p 
!!3xiefti.WCe5 s 

mills” and drug dealerships which have spread ii~~!~ld~we~ throughout the nation 
over the last decade. 

Recent studies of primary care-patient& uuith. o&on@ ~~~~.~~.~~~, aii Sown 
a high percentage of mentti. 
Examples of these relatio 

31-46%, narcotic abuse/d 

treating underlying affective 
relationship raises serious 
safety of opioid therapy in 
pitfalls which clearly demands @further study, 

its representatives, and a number of pain man~e~nt-else 
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effectiveness and safety crf IoRQ-@#%~ Qqf Contin. an&o&er opic&& f$r 6&o.& RW- 
cancer pain provides a false. gcaase& 
by past or present publi#ed.d&a~ E adyew amis af 5Wtain.. 
drugs may only become 
key trial involving another 

rheuinatic diseases [9] and Sn patients .a@3 
not carried out much bqyond 3.mantlhs, Qne 
an OxyContin trial for the chmnic. pain of 9s 

which further decreasq t@7 
presentation to the American 
M.opMs.zeduce. sea 
patients discontinue o 

malignant pain, even tltot@l 

opioid proponents of the “pain 
treatment of pain, 

Many important questiong r ’ 
therapy for al types of chr: 
with chronic pain from pe 
seWivity and screening, 
drugs are inappropriate for ,~Qf~~ a! the tisJ.rQniG 
whom other types of &e#n&& &&ash ~.tkse. m~n~,~~~ 
problem with opioids ste 
chronic pain population [as p 
excessive”avaiiability and ease of access af p~e%&#tir;rm QpioiS pills wbiqh have 
addicted or killed many ucsuspectjng victims, 

A.ew& art 
non-cancer pain is 
the possibility of addiction OF abus& The. 
case series involving patients with ~o~~~er,~~t~ p@n- hW% 
regard to resolving the&e ~~tcav~a~. issu~,---c ~~~~~~~ to the aaal#@c,snd. 
adverse effects as well as physical dependence, tit&h causes undrawn symptoms 
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upon discontinuance, mpy ~EUF with ppiaia use. E&n&es of 
patients with chronic non-caq.er pa@ range from Iii2 to %.9!!, 
controfled clinical trials &enee@od tsz defiie 
cancer pain, and to establish 
algorithms,“[l3], Considering. 
volume of mental health problems in the chronic 
and academic settings],, a~.~.~~u~,n~ s 
abuse+.- overdoses+ ERui&, 
crime [all from a variety ~& ce;lliable $W,rxzg includinsrso\lctmlne~~~onso~ drug- 
monitoring agencies, drug rehabiiita~un centers, and.law en~~rn~~t entities], and it 
becomes clear that this !is atreaoherous. #uatlon: &&h ~~~~~~~ frbm a national 
disaster into a national e&&rophe, 

The “iffationai exuberan,csf ef. & o$&ia a$$&&. of 
pharmaceutical industry b. 
/Wt& ar$ webs by older e&&l 
reappraisal of,chronic o 
rehabilitation director in 

changed and that they more irrkble and anger easily.” [14]. 

Theconclusion of another r~~~~~~w arti@ “‘Qpkid ‘~ha~a~~f~ Chrooic, Pain”, 
which appeared in the New En@and Journal of Medicine, R the ~o~iowin~: 

“Current guidelines reco 
d&con&uatian. of opioios 
settings, the reality of d&a 
physicians to compromise. 
pnmxibd fcx patients with chronic p&that is not 
often in the absence of any r~.~~~~~ inthe 
functioning, Whereas it was ~~~~. t~~~~~t 
leas&&, bdeme now suggests that prolonged,. 
neither safe oreffective. It is ~e~~.~~~~. 
control indiscriminate prescribkg, Eden when the.3 i 
increase the dose of opioids.” [‘I 51, 
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lnspite of these warnings, 0. apiaid. 
proponents to use th 
reveating the entire clinic 
of Beth Israel Hospital 
.-t.to Purdue, 
old woman with fai 
doses of opioids: e,g, “if 

and states that “I’m de 

of addictive and illness z$&&~., 
pathology [ti any] pf the ~r-i&akti 

brain? Is this patient an 
addictive behavior if opi 
essential questions thz$ ew.&.ame ~r~f~,~~~~,n~~s TV ~ab~~~~~h 
patient with chronic no?-cancer pain prior to consi~~~~g opioid- therapy. 

Beissua af We escqiation and op@d Q1erac.a. 
studies from the Univtisib. of,&&& $c 
phenomerton of INCREASED 
tolerance] has been trace&b. 
activation of a descending. CN.$ 
may also enhance this me&ank,m~, ~~~~~~~ Crp ~,~.~~~~ 
adaptive changes in reqonse; ta,susMnad expos,qrq ta 
the evaluation of the clinicat consequ+nces of Zong$etm 

Regardless of the many ra~o~al~~~~of Purduq:and ~fieq ttar;, ~~n~~ tQl.l of 
adverse effects from OxyCon 
risk:benefit ratio of these drugs, 
oxycodone [the active drug in 
the role of OxyContin in causkq. 
and additive efFects of co 
aJcr;lhqJ in a s~~ceptibl6.g 
serious mental health. problems which raise the risks of drug depe 
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Examiners, of 333 total; drugYreti. m with ~~~o~~, 
months of 2004,294 oqq~&i 
oxycodone was oonsidered’the 
121 f12%} occurred in ~~~~.~~ 
years of age. 61% of the tatat oqcodo 
above age groups suggesj thz&many. of these fat&&q ocgurred.‘in p&ier& taking 
prescription oxycodone, in particular UxyContin, 

them at afi” [19]. In an earlier jr&eryie~ with 
acknowledged that his OF@@ ~~~surnf,&o 

established addicts and recreationhI users. 

There is good reason to b&eve.tbq& 
with the recen tty approved powerfti,. time&~~sed 
summarized in a March, 2905 begat Letter release: 

“Paliadone is a new lon~-~~.~~~~a~o~ of jbe, ~~~oj~~~~~~~, ~~dr~~r~on~ 
that is talgen once daily for treatment of chronic pain in o~o~d~t~rant patients, There 
is no, evidence that it is ~or~.~~~~~e. pr .w @~.a~. a&q@@ ,~~~~ than ather 
opioids. if Palladone capsu uldth akQ.hO~, 
.Wtie 244i~u.r dosec ate. ~d~~~d ~~~~, especia\ly in 
non-opiotd tolerant individuats,“flll]. 

Why have we as a nation a~~~~dt~,~~~~n TV f&&r ar& whk domor&e 
money and .politics wntinurtrkd. titb $&&ate &@ut ~i~~QQ~~ n~on~~ Ui&tbat 
has claimed many more,AAmdr;an Bves th&n the t@q 
provide definitive answers to the- safety &US, ShOft 
and Inng$er~qSoid us@% chronig rrqn%anuer p&in, 
patient selectivity is indicated, especially in view of% 
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volume of adverse andifa{al eye&s. The ~~~~~’ 
use of OxyContin, Palladotw, tiat&x q&&&i& 
FDA Citizens’ Petition [through coun&l] fly in th 
and sad truths, 

Myrtle Beach, SC, 
6i20105 
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