DOCKET NUMBER ™

PETITION RULE PRM 39 ~9 R
(SYFR 38239 902

Secreteary of the Commission ® NV 16 P202
U.S. Nuclear Regulatgry Commission

Docketing and Service Branch, Docket § PRM-35-9
Washington, DC 20555 uLr

FFAN

Dear Mr., Secretary:

’

I am uriting to express my strong support for the Petition for
Rulemaking filed by the American College of Nuclear Physiclans and
the Society of Nuclear Medicine, I am & practicing nuclear
pharmacist at Syncor Internationa)l Corporstion in Metairie, LA, I
am deeply concerned over the revised 10 CFR 35 reguletions
(effective April, 1987) governing the medica)l use of byproduct
material as they significantly impact my ability to practice high
Quality Nuclear Pharmacy and ere preventing me from providing
optimized cere to Inoividua) patients.

For example, the regulations ¢do not allow medical use )icensees
to modify methods of reconstituting reasgent kits outside of
package Insert recommendations, Past experience and published
data indicate that package insert recommendations regarding
expiration times and max i mum aoded activity may be overly
conservative for certain products. It s the physcian’s and
pharmacist’s responsibility and obligation to know the quality of
all orugs administered. Forced compliance wwith package inserts
does not guarantee the highest quality product.

The NRC should recognize that the FDA does allow, and often
encourages, other clinice)l wuses of approved drugs, and actively
discourages the submission of physician-sponsored IND’s that
describe nev indications for approved crugs (see enclosure)., The
package Iinsert wvas never Iintended to prohibit physicians from
deviating from 1t for other Iindicetions; on the contrary, such
deviation is necessary for grovwth in develroing new diagnosic and
therapeutic procedures. In many cases, manufacturers will never
@0 back to the FDA to revise & package insert to include a nev
indication because 1t is not required by the FDA and there is
simply no economic incentive to do so.

In closing, 1 strongly urge the NRC to adopt the ACNP/SNM
Petition for Rulemaking as expeditiously as possible.

Sincerely

ARy

Tim Quinton, R.Ph,

Syncor
2603 L&A Road
1121 ‘rie, LA 70001
33. Pgéav 891116 Meta'rie
35-9 PDR
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Unlted States Food and Drug Administration
Center for Drugs and Biologics

« Uffice of Drug Resesrch und Review
i Mark D. Anderson

Robert L. West, M.S.

Dwision of Oncology ang Consume Satety Oricers o
Radiopharmaceutical Drug Products

$600 Fishers Lane

Rockvile, Marylang 20857 Senior Pharmacists
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Use of Approved Drugs
for Unlabeled Indications

The appropriateness or the legality of
prescribing n&pmed drugs for uses not
included in their official labeling is
sornetimes a cause of concern and con-
fusion among practitioners.

Undet the Fedena! Food, Drug, and

Cosmetic (FD&C) Act, a drug approved

for marketing may be labeled, pro-
moted, and advzrused by the manufac.
turer only for those uses for which the
drug's safety and effect:veness have
been established and which FDA has
approved. These are commonly referred
to a8 “‘approved uses.'' This means
that adequate and well-controlled
clinucal wrals have documented these
uses, and the resulo of the wisls have
b’ga reviewed and approved by

A.

y md:uc Act doesh‘n:. however,
mit the manner in which & rhruum

mnay use an approved drug. Once 2
roduct has been approved for market.

ing. a physician may prescribe it for

uses Of in treatment regimens of

tent populations that are oot i

in approved labeling. Such "una
toved'' or, more precisely, ‘‘unls.

led'' uses may “e appropriate and re-

uonal in certas circumstances, and
may, in fact, reflect approaches to drug
therapy that have been extensively re.
ported in medical Literature.

The term ""unapprored uses'' is, to
some extent, misleading. It includes a
vanety of situatons ranging from un-
srudied to thoroughly investigated dnug
uses. Valid new uses for drugs already
on the market are often first discovered
through serendipitous observations and
therapeutic innovations, wbugucndy
confirmed by well-planned and exe-
cuted chinic) investigations. Before
such advance: can be added to the ap-
prowd labeling, however, data substan.
uating the effectuveness of 2 new use or
tegimen must be submitied by the
manutacturer to FDA for evaluation.
This may take time and, without the
initiative of the drug manufacturer
whese product is involved, may never
occut. For that reason, accepted med-
ical practice often includes drug use
:h!::l:. not reflected in approved drug
labeling.

Wi:'h'mpect to its role in medical
practice, the package ‘nsent is informa.
tional only. FDA tres to assure that
prescription drug information in the
E:hge inseny accurately and fully re-

© the daws on safety and effectve.
ness on which drug approval is based.



