AFFIRMATIONVOTE

RESPONSE SHEET
10! John C Hoyle, Secretary
FROM COMMISSIONER MCGAFFIGAN
SUBJECT. SECY-97-232 - FINAL RULE ON EXEMPT DISTRIBUTION

AND USE OF A RADIOACTIVE DRUG CONTAINING
ONE MICROCURIE OF CARBON 14 UREA (PARTS 30
AND 32)

Approved _ %X Disapproved Abstain
Not Participating _ Request Discussion

COMMENTS:!

See attached comments and edited payes.

‘Ew v"‘%éos gﬁ« /}L Qﬂ /L

SIGNATURE

Ralease Vote / X / IO} 23 [ .7
DATE '

Withhold Vote /___/

Entered on "AS" Yes X No




| approve publication of the final rule to amend Parts 30 and 32 to permit the exempt
distribution and use of carbon-14 capsules for human use as described by the staff.
| commend the staff for expeditiously developing the final rule after review of public
comments received on the proposed rule and offer the following comments for the
staff's consideration.

1) The radiation risk associated with the diagnostic use of the carbon-14
capsules should be consistently characterized as “insigniticant” Edits to achieve
this purpose are indicated on the attached pages.

2) The Health and Safety Effects section of the Regulatory Analysis should be
revised o clarify that individual and collective dose estimates do not consider the
radiation dose received by the patient, and that the collective dose of 5 person-
rem over a 50 year period discussed in paragraph 4 is not an annual dose
(suggested edits are attached).

3) Other edits for clarification and consistency are indicated on the attachec
pages
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NUCLEAR REGULATORY COMMISSION
10 CFR Parts 30 and 32
RIN: 3150-AF70
Exempt Distribution of a Radioactive Drug
Containing One wlicrocurie of Carbon-14 Urea

AGENCY: Nuclear Regulatory Commission.

ACTION. Final rule.

SUMMARY: The Nuclear Regulatory Commission (NRC) is amending its regulations to permit
NRC licensees to distribute a radioactive drug containing one microcurie of carbon-14 urea to
any person for "in vivo" diagnostic use. The NRC his determined that the radioactive

an NS &N, G(M*
component of such a drug in capsule form presents radiation nisk and, therefore,
regulatory control of the drug for radiation safety is not necessary. This amendment makes the
drug more widely available and reduces costs to patients, insure 3, and the health care
industry. This action grants a petition for rulemaking (PRM-35-12) from Tri-Med Specialties,

Inc. and completes action on the petition.

EFFECTIVE DATE. (30 days from date of publication in the Federal Register).



and provides a comparable altomative to the C-14 test. The apparent ass.mptior underlying
the environmental assessment is that in the absence of the C-14 test, the only alternative for
the detection of H. pylori is invasive gastroendoscopy.

Response Bcocause the C-14 uiea capsules are already available to authorized user
physicians, the only regulatory issue in this rulemaking is whether the C-14 method should be
made available to individuals who are not authorized users. The purpose of the environmental
assessment is 1o consider and document whetner the subject rule ic expected to have any
significant impact to the environment. in this environment assessment, the NRC has
determined that the anvironmental impact is expeciad to be insignificant because of the
extremely low radiological hazards associated with the use of capsJies containing one
microcurie C-14 urea. The presence of an additional non-invasive alternative procodun/ does

not affect NRC's determination of no significant environmental impact.

Comment 10: NRC's policy in the past has been not to exempt byproduct material that
is ingested. Any changs in this policy would be a significant departure from existing NRC
regulations.

Responge This change is a departure from existing NRC regulations. In the statement
of consideration for the proposea rule, under the heading “Current NRC Regulations on
Exemptions From Licensing,” the NRC stated that, aithough two broac material exemptions
(§ 30.14, "Exempt concentrations,” and § 30.18, "Exempt quantities”) exclude the transfer of
byproduct matenial contained in any product designed for ingestion or inhalation by a human
being, the C-14 capsules manufactured or prepared as a radioaciive drug can be distributed to
persons exer.nt from licensing for “in vivo” diagnostic use bacause the capsules present an

insignificant radiological risk to the public and the environment. This exemption only applies to
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capsules may be dispesec of by users as ordinary trash. Paragraph(a)if) of § 32.21 requires
that applicants submit copies of prototype labels and brochures for NRC approva!. Thz NRC
will ensure that the labels meet the requirements of § 32 21a before they are approved. Since
parayraph (a) of § 32.21a specifies that the ' must be duraole and legible, the use of an
additional phrase such as “conspicuously and prominently” is unnecessary. Promotional

e are ot (tganred o

brochures are for information only, -retwmg-wittprevent manufact rers #er indicatihg’on the

promotional brochures that C-14 is a radicactive material.

IIl. Summary of the Final Amendmeriis

Final Amendment to 10 CFR Part 32

The regulations in 10 CFR Part 32 are amended to add new §§ 32.21 and 32.21a. to
provide requirements for a specific license to manufacture, prepare, process, produce,
package, repackage, or transfer for commercial distribution, capsules contairing one microcurie
of C-14 urea, as a radicactive drug, to be Jdistributed to any parscn ‘or "in vivo" diagnostic use.
These requirements are consistent with the existing requirements on other items under the
heading "Exemptions” in 10 CFR Part 30. The amendment includes a reminder that Il censees
distributing the radioactive drug to persons axempt from iicensing would not be relieved from
other applicable Federal (e.g., FDA) or State requirements governing the manufacture and
distribution of drugs.

The amendment requii 2s that the manufacture or preparation of capsules containing
one microcune of C-14 urea be prepared by persons who meet the current NRC regulations to

manufacture and commercially distribute radioactive drugs. The NRC believes reguiatory
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control is nex=ded 1o provide high confidence that the drug contains one microcurie o! C-14 urea

and dous not contain any other radioactive contaminants.

Final \mendment to 10 CFR #art 30
an Ins ngu'\:*'

The NRC has determined that the drug in capsule form presents wyern g2
radiological safety ;(A:‘nvironmonul risk, and that it is not necessary to regulate the use of this
drug for its radioactive component. Therefore, the NRC can not justify requiring physicians, or
any other perscn, to meet NRC training and experience criteria directed at the safe use of
radivactive drugs, or to become an "authorized user " Hence, the capsules can be distributed
to any person However, other Federal or State agencies may limit the receipt and use of the
capsules in accordance with their ow. requirements.

The regulations in 10 CFR Part 3C are amended to add a new § 30.21, to permit any
person to receive, possess, use, transfer, own, or acquirs for "in vivo" diagnostic use, capsules
containing one microcunie of C-14 urea without a license. The final regulation includes a
reminder that persons receiving the capsules would not be relieved from other Federal or State
law govern ng drugs. Further, in accordance with the NRC's provisions for research involving
human subjects (10 CFR 35.6), the exemption permitting receipt and use of the capsuies for "in
vivo" diagnostic use does not extend to use of the capsules for research involving human
subjects. Any person desinng to use the ca sules for human research would still be required to
submit an application for a specific licanse under Part 35. The phrase "in vivo diagnastic use”
was selected to describe the activity authorized in §30.21 to differentiate it from the term

"medical use" because:

13



(1) "Medica! use” imits administration 0 authorized users use of this drug would not be

s0 imited, and
(2) *Medical use” includes the admiristration of the drug to a human research subject,
; . ; e
which would be-prombied-by-the fulemealmg— ‘
A Contaue ™ ftamne A ‘(’cg.."\L \iiense ew&uﬂ “* (M 3%
vihes s (dct\av:m%-

Effects of the Final Amendments

The final amendments make the drug available to any person, for "in vivo" diagnostic
use, without need for an NRC or Agreement State license. Because tne receipt and use of the
drug are exempt from NRC licensing, Agreement States need to make appropnate provisions in
their regulations to recognize the exempt distribution of the drug, tor “in vivo" diagnostic use.
Thus, after the manufacture and distribution of tha druq,j’l/ho NRC and the Agreement States
will not regulate the use of the drug as long @ its use is for "in Jivo" diagnostic use. Thie
means that, under NRC anc Agreement State regulations, primary-care physicians do not need
to be "authorized users’ in order to administer the Jrug, ard do not need to refer their patients
to ruclear medicing physicians. This should result in cost savings to patients. Other Federal
and State organizaitiors with responsibilities for regulating drugs wii determinie ad regulate
who can receive and use the drug for “in vivo" diagnostic use. NRC will continue to regulate the

use of the drug for research involving human subjects under a specific ¥ art 35 license.

14



distribution, capsules containing one microcurie carbon-14 urea each for “in vivo" diagnostic

use, to persons exempt from licensing

Paragraph (a)(1)
This paragraph limits issuance of an "exempt distribution license" for distribution of the
capsules to persons exempt from licensing to only those who possess either a NRC or

Agreement State "specific license" for pc. “~2ssion and use of byproduct matenial.

Paragraph (a)(2)

To assure that the capsules contain one microcurie of carbon-14 and present no other
radiological nsks, this paragraph requires that the persons manufacturing and/or commercially
distributing the capsules for "in vivo" diagnostic use must also meet the requirements of
§ 32.72(a)(2). Specifically, these persons must be:

(1) Registered with or licensad by the FDA as a drug manufacturer; or

(2) Registered with or licensed by a state agency as a drug manufacturer, or

(3) Licensed as a pharmacy by a State Board of Pharinacy, or

(4) Operating as a nuclecr dharmacy within a Federal medizal institution.

Paragraph (3)(3)
This paragraph requires applicants to provide ewidence thai each carbon-14 urea
capsule contains one microcunie. The NRC's evaluation that the capsules would mzsun in
' N significant radiation risks was bas.ad on the capsules containing one microcurie of carbon-1¢

urea. Therefure, applicants must demonstrate that the activity of each carbon-14 caosule
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requirements for the manufacture and commercial distribution of c'arbon-u urea capsules to
persons exempt from licensing and establishes regulations to permit a.iy person to receive the
capsules without an NRC license. The Commisgsion believes that the radioactive component of

W A
this drug presents ¥ significant radiation risk and, therefore, egulatory control of the "“in vivo"

A
diagnostic use of the capsules for radiation safety is not necessary. It is expected that this final
nJe will not cause any signdficant ‘ncrease in radiation exposure to the public or radiation
release 1o the env. nment beyond the ¢ xposures or releases resu ~g from the use of the
carbon- 14 capsules under the current regulations. Also, it is expected that the e wil be no non-
radiological impacts. One public comment on ti:e draft environmental assessment has been
receivec (See Comment 9 under the heading “Proposed Rule, Public Comments, and NRC
Responses”)

The environmental assessment and finding of no significant impact on which this
determination is based is available for inspection at the NRC Public Document Room, 2120 L
Street NW. (Lower Level), Washington, DC. Single copies of the environmental ussessment
and the finding of no significant impact are available from Dr. Anthony N. Tse, Office of Nuclear

Regulatory Research, U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001,

tele .one (301) 415-6233 or e-mail at ANT@nrc.gov

Vil. Paperwork Reduction Act Statement

This final rule amends information collection requirements that are subject to the
Paperwork Reduction Act of 1995 (44 U.3.C. 3501 et seq.). These requirements were
approved by the Office of Management and Budget, approval numbers 3150-0001, 3150-0017,
and 3150-0120.
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1.4 Proposed Rule and Public Comments

The proposed rule was published in the Federal Register (62 FR 32552, June 16, 19$7) for a
30-day public comment period. The NRC received seven piblic comment letters. Four
commenters supported the rule, one opposed the rule, and two provided comments without
explicitly stating whether they support or oppose the rue. A summary of public comments and
NRC's responses are presented in the preamue of the Federal Register notice. Except a minor
change in wording, the final amendments are the same as the proposed am.endments. No
comments related to the draft Regulatory Guide has been received.

2. Ohiecl

The objective of the rulemaking is to amend 10 CFR Part 32 to permit the manufacture and
commercial distribution of “C-urea capsules to any person (including physicians who are not
*authorized users” under Part 35) and tc amend 10 CFR Part 30 to permit any person, without
an NRC license, to receive and use the capsules for in vivo diagnostic use for humans.

3. Altemnatives

Three alternatives have been considered in the regulatory analysis: deny the petition, e,
maintain the status quo, permit the distribution of the capsules to persons exempt from
licensing, and permit the distribution of the capsules to general licensees.

Under the first alternative, only physicians who are authorized users undar Part 3§ would be
allowed to possess and administer the “C-uraa test. Any physician could apply to become an
authorized user. However, the NRC expects few physicians would apply for a Part 35 license
for the sole purpose of ‘:sing the capsules because of the requirement for training and
experience and the associated costs of obtaining and maintaining a Part 35 license.
Alternatively, physicians who are not authorized users can continue to refer their paiients to
physicians who are authorized users to undergo the diagnostic test. However this would not
relieve the current expense, inconvenience, and delay encountered in an otherwise straight-
forward procedure.

Under the second alternative, 10 CFR Parts 32 and 30 wouid be amended. 10 CFR Part 32
would be amended to permit the manufacture and commercial distribution of '“C-urea capsutss
to any person (inciuding physicians who are not "authorized users” under Part 35), 10 TFR
Part 30 would be amended to permit the manufacture and commercial distributio of the
capsules to any person, for in vivo diagnostic use for humans. The NRC has derermined that
the radioactive component of *his drug pmwmcwuncy\ﬁdmion risk and, therefore,
regulatory control of the capsules is not necessary. an ne .-a... & wnt

Under the third alternative, 10 CFR Part 35 would be amended to permit any physician to
receive and use the capsules under a general license. The health and safety concems for this
alternative are *he same as the Altemative 2. However, if this alternative were adopted, there
could be a burden to those Agreement States that normally require registration of general



Scenario Maximum Exposed Routine Exposure

Individua!
Worker administering '“C- Fuli-time worker, 8 000 Less than 0.7 mrem/yr
urea brei*h tests patients/yr
Routine exposure of patierts  Patient tests negative 0.38 mrem/capsule
from "“C-urea broath tests Patient tests positive 0.18 mrem/capsule
Relcase of 150 uCi of “CO, Member of public i the Less than 0.0002 mrem
intc administration administration area
faci.ty from fire
Ruptury of a capsule Skin (100 cm?) exposed /or 5.8 mrad skin dose,
causing s<in contamin- one hour prior to washing; 0.029 mrem (CEDE)
ation of worker or patient 0.075 uCi skin absorption

Furthenvore, the NRC concluded that the impacts associated with any releases of "“C to the
surrounding environmerit are expected to be very smali and the expected risks are minimal.
The earth's atmosphere contains an inventory of naturally occurring *C of about 3.8 million
cunes (equivalent to the activity in 3.8 trillion breath tests), which is in addition w the nuge
inventory of about 249 million curies in the warld's oceans. The 'C released into the
atmrsphere from the use of this tes* would “ix with the global inventory ani expose the public
and other biuvc components of the envirorment to "‘C intakes from inhalation, drinking water,
and all possible food pathways in the same manner as naturz'ly occurmng "*C. The current
world inventory of naturally occurring '“C results in an average dose to the public of about
1.25 mremiyear, and the release of 0.6 curies of “C from the total of 600,000 tests assumed to
be administered annuaily would result in an additional average annual dose of 2 X 107 mrem
This is far below the EPA reporting level of 1 m/year required under the Clean Air Act for
routine exposures to a member of the public .abthe 4 mrem/year EPA limit for public drinking
water. In a total population of at:out 260 million people in the U.S | the collective annual dose
from the breath tests would be about 0.051 person-rem. In addition, the doses from normal use
of breath tests, or f-om any accidenital release of '*C to the environment aiso are expected to be
very small because the concentration of CO, released is very low and it would mix immediately
with the atmusphere. The rowhae Eppotwie l" qudx Ul Nor Censidered when calcula hne
He 1ndin dod o relleehue duons ru&.\kma frowm e d@éﬂuh- -\’esk :
The smail doses from na‘urally occurring '“C are of little significance to human heatlth and the
environment Potertial long-term impacts from widespread releases of the long-lived “C
(5,730-year radiolc-gical half-life) from breath tests were concluded to be insigrificant.
Assuming that t:e testing in the U.S. would increase over 2 period of time to an average ofa
million tests per year for 50 years, the collective anaualdose to the U.S. population would be
about 5 person-rem over the hext 50 yearg,. This dose is very smail when compared to the
annual sollective dose to the U.S. populatioh from riaturally occuring '“C of over 300,000
person-reni, and about 78,000,000 perso from &'l naturally occurming radiation. Clearly,
an increase of a few person-rem will not significantly change these exposures, and thus there is
no expected impact from the widespres @ of the breatn test on the entire U S population.

((Denoc{.
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As a result of this analysis, the NRC concludes that Alternatives 2 and 3 are clea‘ly preferable
to the no action altemative. This is because either of the two alternatives will result in
significant cost savings with no measurable adverse efiect on health anc safety Furthermore,
the NRC's recommanded option is Altemative 2 because i. would avoid the unnecessary cost
burden to some Agreement States and their general licensees.

Therefore, by promulgating the final rule, the cost savings would be maximized without any
measurable adverse effect on public health and safety.

5 Regcision Rationale

Based on the above analvsis, the NRC is amending its regulations to permit the manufacture
and commercial distribution of Carbon-14 urea capsules to any person (including physicians
who are not "authorized users” under Part 35) and permit any person, without an NRC Lcense,
to receive and use the capsules for in vivo diagnostic use for humans Lecause the radiological
risk from such distribution would e neghgible and the savings to patients could be significant.

\hC\al‘\o&CM‘\"



Environmental Assessment
For Final Amendments to 10 CFR Parts 30 and 32
“Distribution of a Radioactive Drug Containing One Microcurie of
Carbon-14 Urea as Exempt Material for “In Vivo" Diagnostic Testing"

Statement of the Final Action

The Nuclear Regulatory Commission (NRC) is amending its regulations to allow NRC
licensees to distribute a radioactive drug con*aining cne microcurie of carbon-14 urea to any
person far "in vivo" diagnostic u:t The NRC has determined that the radioactive component of
an g ga hgenk
such capsules presents mw&ul radiation rnisk and, therefore, regulatory con:rol of the drug for
radiation safety is not necessary. This amendment m2kes the drug more widely a'vailabie, thus
reducing costs to patients, insurers, and th- heaith care industry. This action is being taken in

response to a petition for rulemaking (PR 2£-12) subm:tiea by Tri-Med Specialties, Inc

Need for the Amendments

The amendments have been developed to grant the petition for rulemaking. The final
rule permits manufacturers or commercial distributors to distribute carbon-14 urea capsules as
exempt material to any person. The Commission is promuigating this rulemaking because it
believas that tle radiological risk ‘rom such cistribution would bo‘:m&fnd the savings o
patients could be significant. In addition, the Commission recognizes that other Federal and
State agencies ‘e.g., Food and Drug Administration and the State Boards of Pharmacy) are
responsible for the receipt and use of drugs that do not contain byproduct matenals, and would
provide necessary oversight for the safe use of these carbon-14 urea capsules as drugs.

Alternatives Considered

Three alternatives have been considered regarding the petition: deny the petition, i.e.,
maintain the status quo, permit the distribution of the capsules as exempt matenal, and pernit
the distribution of the capsules to general licensees.

Uncier the first alternative, the current situation woulc continue: only physicians who are
authoiized users under Part 35 would be allowed to possess and administer the C-14 urea test



Any physician could apply to become an authorized user. However, the NRC expects few
physicians would apply for a Part 35 license for the sole purpose of using such capsules
because of the requirement for training and experience and the associated c( . of obtaining
and maintaining a Part 35 license. Alternatively, physicians who are not authorized users can
continue to refer their patients to physicians who are author2ed users to undergo the diagnost.c
test However this would not relieve 1he current expense, inconvenience, and delay
encountered in an otherwise straight-forward procedure.

Under the second alternative, 10 CFR Parts 32 and 30 woulu be amended. Part 32
would be amended to establish recuirements for the manufacture and distribution of C-*4 urea
17 psdJles tu persons exempt from licensing, i.e., any person (including physicians who are not
“authorized users” under Part 35), Part 30 would be amended to ermit any person to receive,
possess, use, transfer, own, or acquire the capsules for in vivo diagnostic use for humans
without a license, The NRC has datermined that the radioactive component of this drug
proseni;Mdnatnon risk and, therefore, regulatory control of the capsules is not
necessary.

Under the third alternative, 10 CFR Part 35 would be amended to permit any Hhysician to
receive and use the capsules under a genera! license. The he2'th and safety concerns for this
alternative are the same as the Alternative 2. However, if this altermative were adopted. there
could be a Lurden to those Agreement States that normally require registration of general
license holders. An additional burden could also be imposed on general licensees located in
the Agreement State if the State charges a licens2 or registration fee.

Based on the Draft Regulatory Analysis prepared for this proposed rule, ‘he Commission
concludes that Altematives 2 and 3 are clearly preferable to the no action alternative. This is
because either of the two alternatives will result in significant cost savings with no measurable
adverse effect on health and safety. Furthermore, the NRC's recommended option is

Alternative 2 pecause it avoics the unnecessary cost burden to some Agreement States and
their licensees.

QN -
The amendments are expected to have nd significant impact on the public and the
environment. The NRC assumes that the same number of breath tests will ve administered
regardiess of the level of NRC regulatory control. This view i1s predicated on the belief that
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each physician's primary motivation is to provide the best possible care to his or her patients. If
the breath tes! 1s judged preferable to endoscopy, or other procedure, any physician not
authorized 1o use the test will refer his or her patient to authorized J'sers who could perform the
test under existing NRC reguiations. Under this assumption, this rulemaking action is expec ‘ed
to resuit in no change in radiation exposures to the workers and patients when compared with
the status quo. Similarly, it 's expected that there will be no change in impact to the
environment because the Commission assumes that the same number of tests will be
administered regardiess of which alternative is adopted.

The earth's atmosphere contains an inventory (| naturally occurrng C-14 of about 3.8
million curies which is in addition to the huge inventory of about 240 million cunes in the world's
oceans. The smali amount of C-14 released into the atmosphere from the use of this test
would mix with the global inventory and would have no impact on public health. The current
world inventory of naturaily occurring C-14 results in an ave-age dose to the public of about
1.25 mrem per year, and the release of 0.6 curies of C-14 from the total of 600.000 tests
assumed to be administered annually would result in an additional average annual dose of
2X 10" mrem. This s ‘C‘o' bl the EPA (epel h;.\ |ev el & lovomJusal iuburu\

wader Ve Clean B Aea o rouhee eppesats arembar of M public | didihe "\ meem frear
EPA Wit 5 P ublic dc.:\k"«\ wakey . /
I ( 2 : P . ted \dentif (s Used

Followirig the receipt of the petition for rulemaking, a "Notice of receipt of petition for
rulemaking” was published for public comment in the Federal Regisier on December 2, 1994,
(59 FR 61831). A total of 315 public comment letters, 313 supporting (rmostly form letters) ard
2 opposing letteis, were received. This patition was discussed with NRC's Advisory Committee
on the Medical Uses of Isotopes ACMU!) at the October 1995 meeting. Furthermore, the draft
rulemaking pian was forwarded to 29 Agreement States for comments.

A proposed rule was published in the Federal Register (62 FR 32552, June 16, 1897) for
a 30-day pr.uiic comment period. The NRC received seven public ccmiment letters. Four
commeniers supported the rule, one dpposed the rule, and two provided comments without
explicitly stating support of or opposition to the rule. A summary of public comments and NRC's
responses are presented in the preambie of the Federal kegister notice. Except a minor
change in wording, the final amendments are the same as the proposed amendments.

One commenter addressed the draft environmental Assessment. The commenter stated
that the environmental Assessment fails to consider the fact that another equally non-invasive,
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but non-radiological. diagnostic procedure (such as C-13 test) is available and provides a
comparable alternative ‘0 the C-14 test The commenter apparently concluded that the
assumptior, underlying the environmental assessment is that in the absence of the C-14 test,
the only «iternative for the detection of H pylor 18 invasive gastroendoscopy.

The-purpose of the environrnental assessment is io address and docurent the expected
impact to the environment of subject rule.  As presented in the regulatory analysis prepared for
this rule. the NRC has determined tnat the environmental impact is expected to be insignificant
becaus e of the extreme’ low radiological hezards associated with the use of capsules
containing one microcune C-14 urea.

If the environmental impast had been significant, then the existence of a non-radioactive
alternative would have been a factor ir, assessing the cost-benefit of this rulemaking However,
the impact is not significant. Hence, the regulatory issue in this rulemaking is whether the C-14
method should be made available to physicians who are not authorized users, and not whether
there exists a non-racioactive alternative.

Finding of No Sianif

The Commission has determined under the National Environmental Policv Act of 1969,
as amended, and the Commission's regulations in Subpart A of 10 CFR Part 51, that the
amendments will not be a major Federal action significantly affecting the quality of the human
environment, and therefore an environmental impact statement is not required. The final rule
amends 10 CFR Part 32 to permit the manufacture and commercial distribution of C-14 urea
capsules to any person (including physicians who are not "authorized users" under Part 35) and
to amend 10 CFR Part 30 tc permit any person, without an NRC license, to receive anc use the
capsules for in vivo diagnostic use for humans. Tho Commiission believes that the radioactive
component of this drug preunts w2 lf;duuon nsk and, thervfore, regulatory control of
the capsules for "in vivo" diagnostic use is not necessary. It is expected that this final rule will
not cause any significant increase in radiation exposure to the public or radiation release to the
environment beyond the exposures ¢’ releases muttihg from the use of the carbon-14
capsules under the current regulations.



UNITED STATES
NUCLEAR REGULATORY COMMISSION

WABMINGTON, D.C. 20656-0001

Subcommittee ¢ Energy and Povser * | deabed de\u S howld-
Commitiee on C smmerce be snade b cach latlelr.

Enclosed for the information of the Subcommittee are copies of a public announcement and a
Federal Ragister notice conceming & final amendu.neat to 10 CFR Parts 30 and 32. This
rulemaking s being taken in response to a petition for rulemaking submitied by Tri-Med
Specialties, Inc.

an ‘M'o& Rm&

The Nuciear Regulatory Commission (NRC) is amsnding ité regulations to allow NRC licensees
tc distribute a radioactive drug containing one of carbon-14 urea to any person for "in
vivo" diagnostic use. The purpose of this diagnostic (est is to detect the presence of the
bacterium Helicobacter pyl.n (H. pylon), a cause of ulcers. The NRC has detarmined that
the radioactive component of such capsule. presents . risk and, therefore,
regulatory control of the drug vor radiation safety is not necessary. Tha manufacture and
distribution of the capsules wiii continue to require an NRC license. This amendment makes the
drug more widely availabla, thus reduces costs to patients, insurers, and the health care industry.

Sincerely,

Dennis K. Rathbun, Director
COffice of Congressional Affairs

Enclosures:
1. Public Announcement
2. Federal Register Notice

¢z Representative Ralph Hall



Draft press release -- 9/3/97

NRC CHANGES REGULATIONS TO PERMIT
EXEMPT DISTRIBUTION OF RADIOACTIVE DIAGNOSTIC DRUG

The Nuclear Regulatory Commission is amending 'ts regulations to allow a
specific radioactive drug used to diagnose stomach ulcers to be distributed to any
person for administration to humans. Before this change, only physicians
authorized by the NRC or Agreement States could receive and administer the drug.

The = “ange does not relieve persons from the requirement to comply with
applicable Food and Drug Administration or other Federal and Stawe iequirements
governing receipt, administrarion and use of drugs.

The change is in resporse to 8 1994 petition for rulemaking from Tri-Med
Specialties, Inc. The revised regulation allows any person to receive, possess, use

and transfer Capsules containing one microcurie carbon-14 urea each for

diagnostic use in natients. The NRC has dete/mined that the capsuies present-a~ 4
A S BN CM*' Aiagnnshe use c‘: e
_mmmrudinion risk, and therefore believes that reg'ilatory control of tho/\drug for x.

iudiation safety is not necessary.

Under the amendments, manufacturers of the capsules and commercial
pharmacies that prepare the capsules wili continue to need an NRC license to
provide high confidence of capsule contents. The containers of the capsules must
bear the words "radioactive material™ and other specific information on the
contents of the container. In arddition, only those persons who are licensed will be
permitted t0 use the capsules for research involving human subjects

The Tri-Med petition stated thai Carbon-14 urea can be used to detect the
presence of a bacterium that caLses peptic uicers, a chronic inflammatory

condition of the stomach and duodenum that affects as many as 10 percent of



people in the United States at some time in their lives. According to a July 1994
article in the Journal of the American Medical Association, the disease has
relatively low mortality, but results in substantial human suffering and high
economic costs. Doctors can now cure most ulcer problems with antibiotics. The
test using‘g‘rbon-u urea is non-invasive. A doctor asks the patient tn swallow
the capsule with water. After 15 minutes the patient blows into a ccllection bag,
which is mailed to a testing laboratory for analysis.

Before the chaige, only physicians who were authorized users (e.g.,
physicians who met certain training and experience criteria regarding the safe use
of radioactive drugs) or persons working under the supervision of an autho:.zed
user could administer radioactive drugs for medica' purposes.

Under the amendments, physicians or other health care workers will not
need to be authorized users in order to administer the drug, and physicians will not
need to refer their patients to nuclear medicine physicians. This should result in
cost savings to patients, insurers, and the health care industry,

A proposed rule on this subject was published in the Federal Register for
public comment on June 16. Minor changes made to the rule as a result of
comments recrived are discussed in a8 Federal Register notice that will be
published shortly.

Yy



UNITED STATES
NUCLEAR FEGULATORY COMMISSION
WASHINGTON, D 0 209550001
IN RESPOLSE, PLEASE

MEMORANDUM FOR: L. Josenn Callan ;
Exec ':;vDirecto; for Operations i g v
g 4 , v » % G
FROM: Jo . R 712. Zia‘ecrifary g \
SUBJECT: STAFF REQUIREMENTS - AFFIRMATION SEE3SION,

11:30 A.M., AND 3:00 P.M., WEDNESDAY,
'OVEMBER 5, 1997, COMMISSIONERS' CONFERENCE
ROOM, ONE WHITE FLINT NORTH, ROCKVILLE,
MARYLAND (CPEN TO PUBLIC ATTENDANCE)

A. 11:30 A.M. Session

1. SBEGY-97-232 . Einal ‘ ' jon _and Use of ~
Radicactive Druq Containi e Mi ' bon 14 Urea
{Parts 30 and 232)

The Commission approved a finil rule amending 10 CFR Parts 20 and
32 to permit the exempt distrikution and use of capsules
containing one microcurie carbon-14 urea for "in vivo" diagnostic
use. The staff should incorporate the following comments and the
editorial changes provided in the attachment.

The staff response to comment 3 cho>uld be reviewed and revised by
a staff Health Physicist with expertise in radiological
assessments to ensure it accurately and clearly responds to the
comment .

The Hea)th and Safety Effects gection of the Regulatory Analysis
should be revised to clarify that individual and collective dose
estimates do nut consider the radiation dos=e received by the
patient, and that the ~ollective dose of 5 person-rem over a 50
year period discussea .n paragraph 4 is not an annual dose.

Following incorporation of these comments and the editorial
changes provided in the attachment, the Federal Register notice
should be reviewed by the Rules Review and Lirectives Branch in
the Office of Administration and forwarded to the Office of the
Secretary for signature and publication.

(EDO) (SECY Suspense: 12/5/97)



B. 200 P.M. Scesion

. WWMLQEW
to Nucleax Power Piant Security Reguirements®

The Commission approved a final rule amending 10 CFR Part 73 to
chsnge certain physical security requirements associated with an
internal threat. The staff should coordinate the finalization c=Z
the public anncuncement with the Office of Public Affaire and
issue a press release related to this rulemaking.

Following incorporation of the editorial chunges provided in the
attachment, the Federal Register notice should be reviewed by the
Rules Review and Directives Branch in the Office of
Administration aud forwarded to the Office of the Secretary for

signature and publication.
(EDO) (SECY Suspense: 12/5/97)

Attachments:
As stated

¢c: Chairman Jackson
Commissioner Dicus
Commissioner Diaz
Commissioner McGaffigan
EDO
0oGC
CI0
CFO
OCAA
CCA
Q1I1G
Office Directors, Regions, ACRS, ACNW, ASLAP (via E-Mail)
PDR - Advance
DCsS - P1-17



Bditorial Changes to the Final Rule iu SECY-97-232

hanges to the Federal Kegistel

n page 1l,line 4 replace
insignificant

n page 9, paragrap!
procedures

n page 12, paragraph 1, 1l A jelete 'nothing wi
' :1’!("1
turers.’' Also, delete ‘from’ and replace

prevent’' and inseit ‘are not required to
manif

Al
indiceating’ with 'indicate

n page 13, paragraph “ place '‘no significant
with 'an insignificant - 2, )} 'OF!' Wittt
'and

n page 14,
rulemaking’ . . ue require

pursuant in his rulemak

m pa
WA','.

(?urifl jes

n page ] t ful . \p! @ 13, repla
‘and.’ ¢ : t ! na the paraq: aph
exposure tient / ( sidered when
inuividui ol . ¢ d 3 resul ng from
tests

n page last paragraph, line 5, delete 'annual’ and 1in
line 6, delete 'next.’ ’ line 6, delete the ‘a8’

‘years’' and insert 'period’ ‘yeal

para jrajg ine




On page 1\, paragraph
‘insignificant

m “.‘ e 4
insignif)

page

n page 3, paragraph e add at the ; f the paragraph
This is far below the EPA reportin f 1 mrem/yeal
required under the Clean Ailx Ac outine exposures !
member of the publi« and the 4 mrem/year EPA limit £«
publi irinking water

On page 4, last paragrap! line 9, replace
‘an insignificant

hangep ! the Congressional




gditorial Changes to the Pinal Rule in SECY-97-228

Changes to the Federal Register notice:

1.

On page 2, paragraph 1, line 2, replace ‘revising’ with
‘that vould revise.’ In line 6. replace 'are as follows’
with 'involve changes to.'

On page S, paragraph 2, line 4, insert ‘who are cleared for
unescorted access’' after '‘employecs.’ In gnragraph 3, line
4, replace 'discriminate’ with ‘distinguish.’ In the last
paragraph, 1i:@ 3, replace ‘of these’' with 'commenter.’

On page P, paragraph 2 under item 5, line 2, replace
‘bo ing’ with ‘make’ and in line 4, insert a comma after
'bean.’

On page 11, last line, replace 'assume’ with ‘assuming .’

Changes to the Congressional letters:

1.

In line 1, replace the last 'the’ with ‘an’ so that it reads
‘... copy of an amendment to ....'



