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November 30, 1994 L '

MEMORANDUM TO: Emile Julian, Chief
Docketing and Services Branch, SECY

FROM: Sher Bahadur, Chief
Regulation Development Branch, DRA, RES

SUBJECT: LETTERS TO BE DOCKETED

The Chairman has received a letter from Dr. Carol Marcus concerning the
rulemaking entitled " Preparation, Transfer for Commercial Distribution, and
Use of Byproduct Material for Medical Use" (10 CFR Parts 30, 32, and 35). A
copy of her letter is attached. Also attached is a copy of the response
signed by Anthony Tse of my staff.

I would appreciate it if you could docket both letters in the file for this
rulemaking. Also, please forward a copy of each letter to PDR.

If you have any questions, please contact Anthony Tse at 415-6233.

Attachments:
1. Letter from Dr. Marcus dated 11/4/94
2. Letter signed by Dr. Tse dated 11/22/94

Distribution (w/o attachments):
Subj-chron-circ
RDB reading file (SBahadur)
JTelford

\ ATse
W/ attachments:
PDR (Advance copy)
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UCl.A SCHOOL OF MEDICINE '

ltARBOR . UCLA MEDICAL CENTER
DEPARTMENT OF RADIOLOGY

The Honorable Ivan Selin, Chairman tooo CARSON STREET :

U.S. Nuclear Regulatory Commission TORRANCE, CAUFORNIA 90M9
'

11555 Rockville Pike, 17th Floor
Washington, DC 20555 !

Re: Draft Final Rule entitled " Preparation, Transfer for
Commercial Distribution, and Use of Byproduct Medicine for
Medical Use". j,

Dear Chairman Selin; ,

I have reviewed tae above document and request that you retract .

'

and change certain portions which in my opinion are misleading,
untrue, dual regulatory, and/or dangerous. As the primary author
of this petition by request of the NRC, I feel that NRC's draft
final rule is potentially counterproductive, and will create far

'
more problems than it presumes to correct.

The petition was written because NRC's requirements following the ;

10 CFR Part 35 rewrite effective in 1987 were incompatible with
the professional obligations of nuclear. medicine physicians and
nuclear pharmacists to serve patients in accordance with state .

'

medicine-and pharmacy law, incompatible with the Food, Drug, and
Cosmetic Act and Related Laws, and incompatible with FDA's ,

I

derivative regulations at 21 CFR. The imminent morbidity and
mortality of patients due to NRC's faulty requirements, and NRC's
vicious attacks on appropriate medical professionals who bent or ;

broke NRC's faulty requirements in order to effectively care for ,

patients, caused Richard cunningham of NRC to request this |

petition in August of 1988. }
!

I do not believe that you, the other Commissioners, or your EDO's
Office are aware of the dangerous time bomb cleverly inserted in
this draft final rule. Quite simply, your Agency is poised to
override 50 State Medicine Laws, 50 State Pharmacy laws, and
superregulate the FDA in the areas of byproduct radiopharma-
ceuticals, byproduct devices, and human research with these
products. NRC will regulate the practices of medicine and |

pharmacy and determine the allowed uses of all FDA-approved [

byproduct drugs and devices. All Agreement States will have to !

comply with NRC's usurption of the powers of State Boards of
Medicine and Pharmacy and state legislatures. If an Agreement >

State's Attorney-General finds that NRC's requirements are not ;

compatible with State Law, and the State refuses to comply with ,

NRC's demands, NRC will take back the program, effectively |
'

acquiring more licensees to pay NRC's ever-escalating costs for

_ 6 c M \, h,m mtm,'l, -sams
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its dysfunctional " Medical" Program. After you and Commissioner
de Planque are gone, after the National Academy of Sciences-
Institute of Medicine (NAS-IOM) Report has been filed in the
farthest reaches of NRC's abandoned file cabinets, the
specialties of Nuclear Medicine', Nuclear Pharmacy, and portions
of Radiation Oncology will continue to be eroded away in this
nation by the destructive behavior of your Agency. You must not
set the stage to permit this to happen.

After listening to the intelligent presentation made by you to
the NAS-IOM, and the elegant one made by Commissioner de Planque,
it is obvious that this hostile takeover of medicine and pharmacy
is the opposite of what you and Commissioner de Planque intend.
I believe that you are being led astray by staff with an agenda
in opposition to yours, and that your EDO's Office is naive to
this situation.

I will now use NRC's document, " Revised Supporting Statement For
Final Rule Entitled ' Preparation, Transfer for Commercial
Distribution, and Use of Byproduct Material for Medical Use'
(3150-0001, 3150-0010, 3150-0210)", and proceed with my comments.

On p. 2, under "Need for the Collection of Information" for Part
32 ;72 (a) (4) , NRC is proposing to require " time of assay" and
paperwork verification thereof, and the information that "other
regulatory approvals may be required" on the label or leaflet or
drug brochure, and verification thereof. NRC states that time of
assay is already being printed out on labels. This is false; it
is only being done when such information is important. It is
done, for example, for Tc-99m-containing radiopharmaceuticals.
It is not necessarily being done, for example, for tritium or C-
14-containing radiopharmaceuticals. If this is being
appropriately done now as NRC states, consistent with State
Pharmacy Law or FDA labeling requirements, why is NRC interfering
with other regulator's territory, making a requirement for all
radiopharmaceuticals, which is scientifically without merit, and
then assuming the right to inspect these labels, when added NRC
inspection is time-consuming, dual-regulatory, very expensive and
absolutely without justification? NRC has failed to document any
existing problem with State and FDA control in
this area. NRC should have nothing to do with drug labeling, or
inspection of drug labeling, at all.

The really dangerous part of this portion is the new requirement
that we must print that "other regulatory approvals may be
required". NRC's rationalization of this new requirement is to
" remind medical use licensees about requirements of other
regulatory agencies". Remind us?

- - - _ _ - _ _ _ _ _ _ _ _ . _____ __



- - _ _ -

'
. .

.

*
.

..

November 4, 1994
The Honorable Ivan Selin
Page -3-

Remind NRC perhaps, but not us. We wrote this petition because
HEC needed a " reminder" of the requirements of other regulatory !

agencies. Unlike NRC, we are very well aware of them. Whatever
could NRC really mean by this " reminder"? Could it be that HEC
intends to make "other requirements", perhaps secret license
conditions that are not oublicly reviewed, and it is setting the
stage for this? Why else is NRC forcing all the nuclear
pharmacies in America ta' reprogram labeling software or otherwise
incorporate this bizarre statement on labels? NRC might as well
require us to include on the label that we should fasten our seat
belts when we drive, just to " remind" us.

It would be most wise if you would remove all labeling
requirements from your regulations. He who controls labeling
controls drug use, and the practices of medicine and pharmacy,
and it is by this mechanism that I believe your staff plans to
take power. I will come back to this later, when I discuss NRC's
new and creative interpretation of the Atomic Energy Act. *

On p. 3 under Section 32.72(c), the NRC is continuing its
insidious spread of requirements for written procedures for more
and more trivial acts, many of which may be performed by more
than one or often many appropriate ways by the knowledgeable
professionals who perform these acts. It makes no sense to '

require professional qualifications for licensure, and then force :
such knowledgeable professionals to waste large quantities of i

their valuable time writing unnecessary procedures which may !

rightfully be varied whenever convenient, advisable, or i

necessary. The purpose of these procedures is not to protect' ;

public health and safety, but to give inspectors something to
'

inspect, something to nitpick on, and something to hold licensees
to, even when it makes no sense to do so. It gives NRC something
from which to create " violations", and something from which to
concoct fines. It is to some extent a ritual of the nuclear
navy, but it is inappropriate to let this disorder spread to
medicine and pharmacy. Physicians and pharmacists will write
procedures as they see fit for those under them, and will
interpret these procedures as they see fit as well. Getting back
to this particular section, if NRC is licensing nuclear
pharmacists who don't know how to use dose calibrators, NRC is
criminally negligent. This " procedure mania" is pointless,
destructive, and expensive, and must end. Appropriate procedure
requirements are already taken care of by healthcare organization
management, OSHA, JCAHO, and professional oversight groups. NRC
has never presented evidence that these groups' requirements are ,

Linsufficient to protect public health and safety, nor has NRC
ever shown that tomes of procedures have a salutary effect on
radiation safety, or that exhaustive NRC reviews of these

___ _ _- _ _ - - _ _ _ _ _ _ . _ - .- -
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procedures are of any value to the nation at all.
It would be wise if NRC removed all requirements for procedures
but made certain that its licensees were qualified to handle
radioactive material. Tt would save a huge amount of our money
and NRC's mischief. The statements to OMB are inaccurate and
need to be redone.

For openers, this rule w~ould apply to all American nuclear
pharmacies, not just NRC's licensees. This triples the cost, but
the cost estimates are still too low. The paperwork burden could
be extraordinary, but the rule is too vague to calculate a
credible number. The individual who prepared it is a nuclear
engineer, with no qualifications in any aspects of medicine and
pharmacy. We require the final (not " draft") regulatory guidance
documents for IIcensees, licensing staff, and inspectors before
we can make any meaningful paperwork burden evaluations for OMB.
And, it would be best to have your ACMUI and your present and
past Visiting Medical Fellows work with the staff on it so that
it is realistic and accurate. Your last OMB estimate on the
" Quality Management" Rule was too low by tens of millions of
dollars, and the true costs are rising even now.

I will now proceed to comment on your 9/27/94 draft rule and
statements of consideration.

On p. 1 in NRC's Summary, it sets the requirements for human
research. Human research with byproduct material was formally
transferred from AEC to FDA in 1975. In the Federal Register
article that transferred this responsibility, Commissioner
Schmidt of FDA made it clear that NRC would have no participatory
role because FDA has to maintain the confidentiality of
radiopharmaceutical manufacturers, and because FDA did not feel
that NRC had any expertise that FDA required. For twenty years,
NRC has rightfully been devoid of any role in human research.
When the Uniform Federal Policy for the Protection of Human
Subjects was created, NRC was not included, because NRC had no
recognized role. When it was published in draft form, in the
Federal Register, NRC made no comments, because NRC had no
recognized role. Why in the world, after 20 years of effective
oversight by FDA, state, and professional bodies, has NRC
suddenly decided that it needs to dual regulate this activity?
NRC has no contribution to make at all. NRC can only caus7

problems, interference, and expense. Last February in a document
sent by James Taylor to the Commission, it states that NRC
inspectors will review the ethical issues of research submissions
to Institutional Review Boards. As FDA does this, and as NRC has
absolutely no competence in this area, I see nothing but trouble
ahead.
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I do not believe that there is any evidence of NRC or Agreement
State licensees carrying on human research with byproduct
material that is not being done under the Federal Policy. If
there is, it is already covered by FDA's " safety net" authority.
There is oniv nna activity aoina on today that I know of in which
human beinas are beina subiected to " medical exoeriments" with '

bvoroduct material without informed consent. These are the
" medical exoeriments" beina Dernetrated by the danaerous. naive
dilettantes of NRC on Am' erica's patients. Don't you think you
ought to stop? .

The issue of medical research was covered in the petition because
NRC accidentally left all mention of it out of its 1987 Part 35
rewrite. It was NRC's blunder, probably because it had been
(rightfully) removed from this activity for so long. NRC had to
amend all licenses to include research when licensees wished to
perform it. Such paperwork and extra costs were unnecessary. We
wanted NRC to put permission to conduct human research back in.
its regulations. We certainly do not want NRC's inspectors or
NRC's opinion along with it.

On p. 2, under " Background", please change the first sentence to
read, "In the spring of 1988, representatives of the American
College of Nuclear Physicians (ACNP) and the Society of Nuclear
Medicine (SNM) approached Norman McElroy and Richard Cunningham
with serious concerns and strong complaints that the Commission's
regulations and license conditions prevented nuclear physicians
and nuclear pharmacists from efficiently and effectively caring
for their patients, and that these licensees were being gleefully
victimized by NRC staff for attempting to do so despite NRC's
requirements to the contrary". Please change the second sentence
to read, "At the suggestion of Mr. Cunningham, the ACNP and SNM
submitted a petition for rulemaking in early June, 1989,
requesting the Commission to amend its regulations to fully
recognize State Boards of Medicine and Pharmacy, the FDA, the
USP, and the JCAHO and their guidance, regulatory, inspection,
and enforcement roles, and to stop interpreting their
requirements or otherwise interfering with these entities". In
the second paragraph of this section you might clarify the truth <

'

by stating that Mr. McElroy did not participate in the resolution
of the petition or the development of this rule because he was |

fired by Admiral Carr for honestly voicing his opposition to the
fraudulent " Quality Management" Rule when asked his opinion by ,

Carr's staff assistant. You might also mention that the NRC |
staff member who reviewed the petition prior to its formal |

submittal had limited participation in this final resolution |
because you made him a scapegoat for the supposed " shortcomings" |

of the " Medical" Program portrayed in the Cleveland Plain Dealer
expos 6, and fired him. It is interesting

!

l
.

_ _ _ _ _ _ .
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that you did not fire the NRC staff that contributed many of the |
distortions to the Cleveland Plain Dealer. <

i

At the bottom of p.3 NRC states that, "Specifically, the
petitioners requested that nuclear pharmacists be permitted to
...(2) Compound radiopharmaceuticals whose manufacture and
distribution are not regulated by the State or FDA; ...(5)
Dispense radiopharmaceuticals that are not regulated by the FDA".

,

Statement (2) is a purposeful NRC untruth; it appeared in the
proposed rule and I pointed out the inaccuracy in my comment
letter. To reiterate it is deceitful; the petition stated the
conosite. Boards of pharmacy are responsible for this activity,
and FDA has " safety net" authority, and the petition so stated
this. Kindly see to it that your staff makes the correction.
Statement (5) is misleading. The Boards of Pharmacy regulate
this, not FDA, but FDA does have " safety net" authority. One
might ask why NRC would falsify what the petition asked for. I
submit that it wishes to aive the false impression that these
druas are uncontrolled in order to take over the activity itself.

In late summer of 1988 Donna Beth Howe told me, then repeated to
certain ACNP/SNM leadership, that she wished to regulate the
practice of nuclear pharmacy herself at NRC. She has never
stopped trying.

In the discussion pertaining to the Immediately Effective Interim
Final Rule published in 1990, NRC should be aware that " Medical"
Section staff word-smithed it until it was practically useless,
led an assault on licensees who applied it, and Hugh Thompson had
to step in and gut the reporting and record-keeping requirement
in order to stop the NRC abuse. )

'

On p. 5, NRC reprints its 1979 " Medical Policy Statement". The
ACMUI finds fault with this policy, and has been trying for
several years to change it. In any case, where does even this
1979 Policy cover NRC's intent to dual-regulate other agencies in
areas like medical research, medical quality assurance, drug
labeling, or drug use? When I read the Policy, just the opposite
is implied. NRC logic is severely flawed and I request that you
review this carefully and repair it.

On p. 6, NRC covers the comment letters for the proposed rule.

The support for the rule assumed that the practices of medicine !

and pharmacy would be under State Boards of Medicine and |
Pharmacy. The original petition, supported by medical and |
pharmaceutical organizations composed of 310,000 health care |

professionals, supported this. No one competent is supporting |
l
,

_ _ _ _ _ _ ___ _ _ _ _ _ _ _ _ _ _ ___ _.



.

.

*

.

.

.

.

.

November 4, 1994
The Honorable Ivan Selin
Page -7-

.

NRC regulation of drug labeling, drug preparation, or drug use.
A couple of years ago, when you and David Kessler exchanged
letters, Hugh Thompson and Jim Taylor called me to tell me that
NRC was getting completely out of drugs. I was delighted, but

skeptical that the NRC staff in the " Medical" Section would
comply. Well, I was right. They haven't. Why has your EDO's
Office failed to communicate effectively with the staff?

On p.7 and 8, NRC makes hn unrespectable case that the caveat for
" minimum regulation" in'Section 104 of the Atomic Energy Act does
not apply to byproduct material, but only to nuclear reactors and
special nuclear material. That means that NRC should have
" minimal regulation" if I position a patient in a reactor port
and irradiate him. NRC should have " minimal regulation" if I
decide to have a patient inhale Pu-239 for treatment of lung
disease. NRC should have " minimal regulation" if I inject U-235
into a patient to treat a bone marrow disorder. But dare I use

virtually harmless Tc-99m for diagnostic purposes, NRC can
microregulate every single thing I do? Mr. Chairman, this is

Section 104 applies to byproduct medical therapypreposterous.
Special nuclear material and reactors were for makingalso.

byproduct material, as opposed to making nuclear weapons, which
was a real consideration in 1954. By warning NRC to make
" minimum regulation" for the widest amount of effective medical
therapy possible, but not mentioning the far safer (10 factor ind

radiation dose) medical diagnostic procedures (these existed in
1954), one can even interpret Section 104 to mean that NRC should
have no regulation for diagnosis at all. Your office of General
Counsel, ever ready to prove that the Atomic Energy Act gives NRC
jurisdiction over everything in the universe, is guilty of
overstatement to the point of scientific and medical absurdity.
This may well be characteristic of some of your lawyers, but I do
not think it would look appropriate for the commission and the
EDO's Office to sign off on this. Please alter this section
appropriately.

On p.9, the NRC answers the comment that NRC is not competent in
the re.edical or pharmaceutical area, and should not attempt to
regulate these activities. NRC claims it has competence by
statute, has long experience in regulating medicine, and in
recent years has increased its recruitment of personnel who have
experience and knowledge either in nuclear medicine or in
radiation therapy. In the first place, the Atomic Energy Act
does not magically turn incompetence into competence; only,

lawyers would make such a disgusting argument. Second, NRC
certainly has had long experience in regulating medicine, has
done so badly and is becoming progressively worse, and should end
this activity at long last. Third, the recruitment of personnel

_ - . .
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includes only a potpourri of scientists and techs, none of whom
are competent in nuclear medicine, nuclear pharmacy, or radiation
oncology. A number of them came to work at NRC only after losing
their previous jobs. NRC's management, composed of two nu' clear
physicists and three nuclear engineers, are intelligent men but
incompetent in all areas of medicine and pharmacy. None are
qualified even in medical physics. Sorry, Mr. Chairman, but
NRC's response is poor. Why doesn't NRC just admit its medical
and pharmaceutical lack bf competence and stick to 10 CFR Part 20
(and fix it)? *

On p. 10, NRC also brags about its use of the ACMUI. The ACMUI,
once important, has become farcical over the last few years.
When the ACMUI voted on the " Quality Management" Rule, the vote
was unanimous aaainst the entire mess, with the two physicists
abstaining because it was a medical practice issue, and the Chair
not voting. Not only did the NRC ignore the ACMUI, it used
fraudulent data purposely concocted by a member of the " Medical"
Section, even when it was informed of the fraud, and NRC even
repeated the fraud in Federal Court. The record of NRC in the
" Quality Management" Rule is a complete unethical travesty. In
addition, the ACMUI has been trying to get the ACNP/SNM pharmacy
petition granted for over five years. The war with " Medical"
Section staff and the Office of General Counsel has been vile.
The ACMUI has been trying to get an appropriate patient discharge
rule for nearly four years. The last NRC attempt was pitiful.
As NRC doesn't use the advise of its ACMUI, I suggest NRC leave
mention of it out of this document altogether.

On p. 10, NRC states that this duplicative rule is not
duplicating regulation by other federal or state agencies. This
is not true. If NRC really means it, why doesn't NRC state that
no rule. license condition, procedure reauirement, or inspection
of anythina under the iurisdiction of other federal or state

'

acencies will carry any oblication on the part of the licensee?
Goodbye everything except 10 CFR Part 20!

On p. 17, NRC states that the Atomic Energy Act gives NRC
independent jurisdiction over the labeling of byproduct i

radiopharmaceuticals, and argues that NRC's labeling requirements
only have to do with radiation safety, as though FDA and Board of
Pharmacy labeling ignore radiation safety. NRC is not the only
agency that recognizes radiation safety; FDA and Boards of |

Pharmacy certainly do as well. Whom does NRC think regulates
radiation safety labeling of n9D-byproduct radiopharmaceuticals?
I do not believe that the Atomic Energy Act gives NRC independent
drug labeling authority. NRC might have claimed this
responsibility before 1975 when AEC regulated byproduct
radiopharmaceuticals. However, in 1975 FDA lifted the exemption

. - .
_ _ _ _ _ _ _ _ _ _ _ - _ _ - - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _
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for byproduct drugs and human research with it, and labeling went
to FDA as part of its drug responsibility. It was Richard
Cunningham who asked FDA to lift the exemption, when he
realized that nuclear medicine was growing and that NRC lacked
any drug reviewing competence. He was right. Why does NRC want
to reverse this 20 years later? Too many staff with nothing
important to do and mischief on a few minds?

Let us see what abuses this can lead to. Let us look at the area
of byproduct devices, for example. According to Dr. Robert
Phillips of CDRH, FDA has approved labeling for Sr-90 eye probes
that includes any superficial lesion one can get near. It is
published at 21 CFR Part 892.5650 (attached). Yet NRC refuses to
permit radiation oncologists to use these probes to treat
anything but eyes. NRC is now pressing criminal charaes against
a radiation oncologist for daring(!) to use this probe to treat
superficial facial lesions, which he had successfully treated i

before with this instrument in Texas. NRC states, although the
physician denies it, that the physician tried to " hide" these
cases from NRC inspectors. When this physician tried to amend

'

his license to include lesions other than pterygia, NRC refused
to honor FDA's labeling and refused to grant the license
amendment. NRC also told the physician that the ACMUI reviewed
this issue and determined that it was inappropriate to use the
Sr-90 eye probe for anything but eyes. However, the truth is
that the ACMUI never reviewed this. NRC has also taken away this
physician's byproduct license.

Mr. Chairman, please call off your lawyers and enforcement staff.
This is shameful abuse of power by NRC. This is what happens
when NRC claims " independent labeling authority" from FDA. It is
very, very dangerous to physicians and patients. On the bottom
of page 17 NRC states that NRC inspectors will not check the
label of every container or package of a radioactive drug, but
they may conduct spot checks, I can think of little more
ridiculous, unnecessary, harassing, expensive, and time-consuming i

activities than having NRC (!?) inspectors torturing licensees by
checking their drug labels. NRC must have a lot of extra
inspectors with nothing useful to do.

On p. 18, NRC offers the weak rationalization that increased
labeling requirements "are necessary because they serve as ,

warnings to individuals who ara not authorized to use the i

byproduct material". That is pure NRC balderdash. Unauthorized
individuals do not have access to radioactive drugs. My janitors
can't even read English; it is enough for them to learn to avoid
anything with a radiation sign. They don't get near radioactive i

'

drugs. What nonsense! NRC staff is still trying to delude NRC
management and leadership into overlooking a setup for the

i
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hostile takeover of drugs. Don't be cuckolded. End this,

please.

19, the NRC continues to threaten to withhold theOn p.
professional riahts required by this rule by stating that it will
first judge the authorized user's " character". In the first

place, the characters of NRC are not capable of judging our
character. Second, the character of physicians and pharmacists
is determined by State Boards of Medicine and Pharmacy, in
keeping with state law.. Physicians and pharmacists with
unacceptable character have their licenses removed. Patients are
not exposed to care from half-licensed " bad characters". NRC has
no statutory authority here; it may request the attention of
Boards of Pharmacy and Medicine, but NRC is so abusive with its
" character" determinations that it is a danger to professionals
and patients. I request that you remove this " character"
determination from this rulemaking. As every inspection results
in unacceptable NRC " violations", we are all of " bad character"
by NRC's definition. We are not interested in NRC's opinion of

our " character". Please end this dangerous precedent and and let
us practice medicine and pharmacy effectively and efficiently, in
service to our patients.

On p. 24, NRC states that it " solicited public comment on the
number and type of research activities which would not be funded
by another Federal Agency which has adopted the Federal Policy
and which would require a license amendment under the proposed
rule. No comments on the number and type of such research
activities were received". That is not true. A large

pharmaceutical company submitted a letter regarding research that
it funds for research and development purposes. When I was your
advisor and consultant, I explained that many of our research
projects are not funded by federal agencies. NRC is either
unable to listen, or is misleading the public. NRC has not been

|

involved in our research activities for two decades. Please keep

it that way.
l

On p. 50, NRC announces that this rulemaking will involve level 1 ;

or 2 compatibility for all significant portions. I object to |

this because this interferes with State Medicine and Pharmacy
Law, which differs to some extent from state to state. NRC
should bow to these State Laws, not seek to override them. Given
the flaws in this proposed regulatory construct, I don't know any
intelligent Agreement State that would want to touch much of
this. For over three years, California has upheld the
determination that nuclear pharmacists practice pharmacy
according to State Pharmacy Law, Nuclear Medicine physicians
practice medicine according to State Medicine Law, research is
FDA's business, and Radiological Health takes care of Radiologic

i
i

l
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Health. It is cheap to run, the medical professionals are, i

pleased, and patients get efficient and effective medical care.
We have higher requirements for authorized user physicians than !

does NRC, higher requirements for technologists than does NRC,
and de facto higher requirements for physicists than NRC, which i

will probably be law next year. We account for 20% of the i
'

nuclear medicine procedures of the United States. NRC, while
having 1/3 of the nation's licensees, probably accounts for no.

more than 25% of procedures. Yet California, for much less ,

money, has better quality care and proportionately fewer mistakes ;

than NRC licensees. It must be that we are much better than NRC. ,

Mr. Chairman, maybe you need to come out and discover why we have j

better quality medicine, at a cheaper price, than NRC licensees,
why California licensees support their Radiologic Health Branch,

-j

and why NRC licensees hate NRC. Please end this compatibility
'

;

requirement. The parts that are good will be adopted by
Agreement States. The parts that are not will be left to wither ,

and die. |
|

Thank you for your attention and consideration. I recommend that |
you see to these changes personally, as your management has once !

again not "done its homework". j

Sincerely,

NkA|AA7
)

Carol S. Marcus, Ph.D., M.D.
Director, Nuclear Med. Outpt. Clinic

and
Professor of Radiological Sciences

UCLA

i

;

cc: Commissioner E. Gail de Planque !
Commissioner Kenneth Rodgers f
Hugh Thompson, Deputy EDO j

James Taylor, EDO
Robert Bernero t
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New Blood Charges 8 4 Mf8/fif BidfojyM thousands of new courses, and
in Paris W Center' .

enhanced science education for
,

1' 1.ast week marked the 37,000 precolleg students. The
Fran'ce's contaminated blood

-

scandal has entered a dramatic profficialdopsning pftfrte institute is especially proud of
.<tritsdati6nal reseirch% the University of Arizona, says

new phase. Several scientists and ..

Trieste..Italyno HHMI spokesperson David Jar-politicians have been charged mcente@vpu*rybsFT=WE e' wh6sd mul. With a 1980 HHM1 grant
with * complicity in poisoning"

'

sfrenbh'enthe re'sMi$N of $1.5 million, ic set up anfor their role in allowing the na- _

acapacityk6f deirclopinif t undergraduate research programtional blood supply to go un- i f.b ^ esaneIEte;rth Q that by its third Tear in opera-tested for HIV. Last week, cell 4

,ter for,.Gks4 tion drew some .114 cudents.biologist Franqois Gros-a for- Building biology. Almost<ompleted . e , tio'n' . '
mer scientific counselor to the permanent premises of ICGEB New Delhi . netib,Engineeridg.minde Michael Wells, head c.f the

university's biochemistry deeart-
pnme minister and one of the branch at Jawahartal Nehru University. ..m Biotechnology (ICX3ES$'hil ment, adds that the last 5 pars4 whichstarted underthecountry's best-known scien-
tists-and physician Claude aegis of the United Nations Industrial Devel6pment Orgarilish have seen"a 500% increase [fram
Weisselberg, a former adviser to tion (UNIDO), now has enough support to strik6dit on itsuwthvi about 12 to 75 a year] in the
the health mimstry, were added les goal, says director Atturo Falaschi, is to train scientis'ts fidin number of students goin on to

to the roster of the accused. And the developing world who will work at I.CGEB on subjects ielated n graduate school as a resu't of this
late last month, former French to industrial and agricultural development and then bring their program." Adds Wells: "With a

Prime Mmister Laurent Fabius skills back home. multi year research expenence,

and two of his former mmisters ICGEB has two lab complexes: a 140-person institute in students become very, very rood

were called before a judge to an- Trieste and one in New Delhi that houses around 70 scientists.
in the lab," and that encourages .

!

swer similar charges, stemming Here are also some 20 affiliated research groups in ICGEB's them to apply to grad school.

from decisions they allegedly member countries-32 nations, mostly from the developing
Next-Generationmade in the mid-1980s to delay world, but also Italy and severcl eastern European countries. , w

universal testing of blood sup- Le Trieste and New Delhi labs have been operating for.2 Patch?

plies for the AIDS virus. several years, but until now ICGEB was govemed by UNIDO, Our skin, usually a barrier to in-

This new round of charges whose full membership had to approve all major decisionsnThe A vaders from the world outside,

greatly extends the scope of the breakthrough came in February, when the treaty establishing th691 may prove to be a valuable point
affair, which until now had been center finally got the 24 ratifications necessary for independencenso of entry for therapeutic genes.

hmited to the provision of un- Falaschi says the center's new status will makhit'much easierich A team of biologists at the
treated bkiod products to French . win grants from industry and from bodiesliker'the Eur$e3nn State University of New York
hemophiliacs. Four physicians Union. And it will have more financialdecurify;Currentlys e (SUNY)-Stony Brock, led by'

were convicted in that episode, ICGEB's $ 12-million-a-year budget comes from the govemmentsu leme Taichman, reports that it
of India and Italy. By 1999, this should grow torar6undi$15:d has successfully delivered a ge-and two were sent to pnson e

(Science,12 August, p. 859). million, with ICGEB's other member states contributing a toth!th netically engineered protein into

The focus now is on the cntical of $5 million a year. Falaschi hopes eventually'to get developed the bloodstream of mice by grafr-
inghuman skin cells containing a

period between May and July countries on board as well. .no 4

gene for that protein,>,

1985, when the French govem- He SUNY group reports in
ment allegedly kept an HIV anti.
body test manufactured by the lance of AIDS in Paris, says tech- nounced that $86 million in 4 the October issue of HumanGene

American firm Abbott off the nical and logistical problems year grants of between $1 mil- Therapy that their mice expressed
market while waiting for the were also factors in the delay. hon and $2 million each is being a recombinant version of apoli-
French firm Diagnostics Pasteur "Could [ testing) have begun ear- awarded to 62 doctorate-grant. poprotein (apo-E), a protein that

to get its own version ready. Dur- lier?" asks Brunet. "Maybe so. ing insututions to improve un- ferries cholesterol out of the

ing this time, several hundred But to charge someone with poi- dergraduate biology education. bloodstream. Although apo-E is

people could have received soning means accusing them ne awards are part of a program naturally secreted by human
tainted blood transfus$ons. squarely of murder." A special started in 1988 which hrs so far skin, getting more of it into the

The French press has long magistrate will now conduct an committed $290 million to 213 bkiodstream could help stem
treated as a " smoking gun" the investigation to assess the colleges and universities. Le cholesteroi butidup as harpens in
minutes of a May 1985 meeting charges and decide whether the money is for undergraduate re-

atherosclerosis, says Elizabeth

of govemment AIDS advisers, accused should stand, trial. search, includmg drawing more Fenives, the paper's first author.
females and minorities into sci- But it's the larger implications

presided over by Gros, in which
participants discussed the threat $86 Million for ence, equipment and laborato- that are " exciting," she says. "If

to French commercial mterests Biology Classes ries, and science education ac- you had a disease wherc a protein

posed by the American test. But The Howard Hughes Medical tivities with local elementary was missing, theoretically you
Jean-Baptiste Brunet, one of a insutute (HHMI) has awarded and high schools.

could take a small skin biopsy

small group of doctors who urged what it calls "the largest series of HHMI claims that the pro- from the patient, grow those cells

early HIV testmg and is now di- grants by a private organuanon gram has enabled the appomt- in culture, insert the gene . . and
rector of the European Center in U.S. history." ment of new faculty members, graft these cells back onto the

for the Epidemiological Surveil- On 4 October HHM1 an- supported the development of patient. Now his own skin cells
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71 CFR Ch. 3 (4190 Edition)
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Food and Drug Administration, HHS
f 892.5740

3. Radiogrephic head holder, incident X. ray photons into visible planning computer programs, and ac-
tentyication. A rad g light and intended for medical pur- cessories.
Ider is a device intend P

- p ses to expose radiographic film. (b) Classyicatiom Class I.(b) Classyication. Class I,ae patient's head during a radi. ..

8 892.5700 Remote controlled radionuclidee procedure. 8 892.1980 Radiologic table. ,ppgj,,go, ,y,g,,,
' "s Kempt fr m pre at (a) Identyication. A remote con-a de nte d d for ei It!on procedures in Subpart E

807. The device is exempt from oses to support a patient during ra- trolled radionuclide applicator system

ent good manufacturing prao diologic procedures. The table may be is an electromechanical or pneumatic
ule.tions in Part 820, with the fixed or tilting and may be electrically device intended to enable an operator
m of I 820.100, with respect to powered. to apply. by remote control, a radionu-

requirements concerning (b) ClaJstrication Cir.as II. clide source into the body or to the
and 5 820.198, with respect to surface of the body for radiation ther-

nt files. ubpads CMhQ apy. This generic type,of da um
include patient and equipment sup.

Subpart F-Therapeutic Devices "*** * D'"**"I0 Radiologic quality assurance
planning computer programs. and ac-
ceentyication. A radiologic quaj. 5 892.5050 fe al charged particle radi-

rance instrument is a devi
for medical purposes t,o meas- (a) Iden'tyication. A medical 8 892.5710 Radiation therapy beam-shap-tyalcal characteristic associated charged particle radiation therapy Ing block.Other radiologic device, system is a device that produces by ac-
'lassyteation. Class I. The celeration high energy charged parti- (a) Identyication. A radiation ther-
's exempt from the premarket cles (e.g., electrons and protons) in, apy beam. shaping block is a device
tion procedures in Subpart E tended for use in radiation therapy. made of a highly attenuating material
807. The device is exempt from This generic type of device may in. (such as lead) intended for medical
rent good manufacturing prac- clude signal analysis and display purposes to modify the shape of a
ulations in Part 820, with the equipment. patient and equipment beam from a radiation therapy source.
on of I 820.180, with respect to supports, treatment planning comput. (b) Classyicattom Class II.

requirements concerning er programs, component parts and ac-
and i 820.198, with respect to cessories. 8 N92.5730 Itadionuclide brachytherapy

nt files. (b) Class (fication. Class II. source.

(a) Identyication. A radionuelfdeO RadioIraphic anthropomorphic i 892.5300 Medical neutron radiation ther.
itom. apy s) stem. brachytherapy source is a device that
dentyication. A radiographie (a) Identyication. A medical neu- consists of a radionuclide which may

be enclosed in a scaled container made>omorphic phantom is a device tron radiation therapy system is a of gold, titanium, stainless steel, ord for medical purposes to simu. device intended to generate high* platinum and intended for medicaltuman body for positioning rn. energy neutrons for radiation therapy.
hic equiprnent. This generic type of device may in- purposes to be placed onto a body sur- a

classification. Class 1. The ciude signal analysis and displ.ty face or into a body cavity or tissue as a his exempt from the premarket equipment, patient and equipment source of nuclear radiation for ther-
d s in Subpart E support, treatment planning cornputer ,Py*

80 ~I l evice is exempt from programs, component parts, and acces. (b) Classificatton. Class II.

att ns,in t 8 0, with t ( Classt/ication. Class II. 5 892.5740 Radionuclide teletherapy
" f I 820180, with respect to

requirements concernins 8 892.5650 Manual radionuclide applicator (a) Iden tyica tion. A radionuclide ]
.

'7 't' m-and 1820.19B, with respect to teletherapy source is a device consist-
,

int files. (a) Identyication. A manual radio. ing of a radionuclide enclosed in a
J3nuclide applfcator system is a manual- scaled container. The device is intend- d60 Radiographic intens,fying ly operated device intended to apply a ed for radiation therapy, with the ra- A

i

radionuclide source into the body or to diation source located at a distance
|

,, m
9

fenttricatiom A radiographic in- the surface of the body for radiation from the patient's body. I

ing screen is a device that is a therapy. This generic type of device
(b) Classification. Class 1.

td10 lucent sheet coated with a may include patient tnd equipment
scent material that transforms supports, component parts, treatment
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NUCLEAR REGULATORY COMMISSIONg g
2 WASHINGTON, D.C. 20E54001

\ /
***** November 22, 1994

Carol S. Marcus, Ph.D., M.D.
Director, Nuclear Med. Outpt. Clinic
UCLA School of Medicine
Harbor-UCLA Medical Center
1000 Carson Street |

Torrance, CA 90509 |
|

Dear Dr. Marcus:

Thank you for your letter dated November 4,1994, to the Chairman relating to
a rulemaking entitled " Preparation, Transfer for Commercial Distribution, and
Use of Byproduct Material for Medical Use." Your letter has been referred to
me for response.

The contents of your letter were considered by the staff, including Dr. Myron
Pollycove, and the Commission. It was determined that your comments
identified two subjects which warranted changes in the language of the final
rul e. The changes are as follows:

(1) A sentence has been added to specify that for radioactive drugs
with a half life of greater than 100 days, the time of assay may
be omitted. The Commission did not intend to require time of.
assay for radioactive drugs with very long half lives.

(2) The requirement to place on the label the statement that "other
regulatory approvals may be required" has been deleted. The
Commission believes that this concern is adequately covered in
10 CFR 35.7.

You will be interested to know that on November 15, 1994, the Commission
approved this final rule by a vote of 3-0.

Your letter will become part of the official record for this rulemaking. Once
again I would like to thank you for your continued interest in regulations
pertaining to the medical issues.

Sincerely,
/

'

/
I ,1

Anthony N. Tse, Ph.D.
Project Manager
Regulation Development Branch
Office of Nuclear Regulatory Research

\ bO'Y \(.\



1

l

|

November 30, 1994

The Honorable Philip ". Sharp, Chairman
Subcommittee on Energy and Power i

Committee on Energy and Commerce
4

United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

In the near future the Nuclear Regulatory Commission (NRC) intends to publish
in the Federal Reaister the enclosed final rule. This final rule will amend
the NRC's regulations in 10 CFR Parts 30, 32, and 35 to eliminate certain
restrictions regarding the medical use of byproduct material.

Specifically, among other things, this final rule will incorporate into NRC's
regulations the concept of authorized nuclear pharmacists to allow properly

iqualified pharmacists greater discretion to prepare radioactive drugs
containing byproduct material . Also, the final rule will allow medical use
licensees greater discretion to prepare and use radioactive drugs containing
byproduct material, to use byproduct material in research involving human
subjects, and to use radiolabeled biologics containing byproduct material.
NRC licensees conducting research involving human subjects using byproduct
material will be required to obtain informed consent of the human subjects and
the prior review and approval of an institutional review board in accordance
with the Federal Policy for the Protection of Human Subjects. These

,

|

requirements apply even if the research is conducted, funded, supported, or ;

regulated by another Federal agency which has implemented the Federal policy
or is approved by an amendment of an NRC license.

The Commission believes that this final rule will result in a small cost
reduction for medical use licensees without compromising the level of
protection of public health and safety against radiological hazards.

Sincerely,

Dennis K. Rathbun, Director
Office of Congressional Affairs

Enclosure:
Federal Register Notice

cc: Representative Michael Bilirakis
Distribution: [PRM35-9.CL2]
RDB/Rdg/Subj-central- EBeckjord, RVollmer, BMorris, FCostanzi, JTelfor , ATse

bESOffc:RDB:DRA: RD ES RDB: b ES DD D ES D ES
Name:ATse:jw JTelford SBahadur FCostanzi Morris Vo mer
Date:11/21/94 11/)_(/94 11/p/94 11/t1/94 ll/d /94 ll/W94

D:RES h OCAOffc:
Name: EBeckjord DRathbun
Date: 11/ /94 11/p/94

g gi O ! .12 S fl
._
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November 30, 1994

.
.

The Honorable Joseph I. Lieberman, Chairman
Subcommittee on Clean Air and Nuclear Regulation
Committee on Environment and Public Works
United States Senate
Washington, DC 20510

Dear Mr. Chairman:

In the near future the Nuclear Regulatory Commission (NRC) intends to publish
in the Federal Reaister the enclosed final rule. This final rule Lill amend
the NRC's regulations in 10 CFR Parts 30, 32, and 35 to eliminate certain
restrictions regarding the medical use of byproduct material.

Specifically, among other things, this final rule will incorporate into NRC's
regulations the concept of authorized nuclear pharmacists to allow properly
qualified pharmacists greater discretion to prepare radioactive drugs
containing byproduct material. Also, the final rule will allow medical use
licensees greater discretion to prepare and use radioactive drugs containing
byproduct material, to use byproduct material in research involving human
subjects, and to use radiolabeled biologics containing byproduct material.
NRC licensees conducting research involving human subjects using byproduct
material will be required to obtain informed consent of the human subjects and
the prior review and approval of an institutional review board in accordance
with the Federal Policy for the Protection of Human Subjects. These
requirements apply even if the research is conducted, funded, supported, or
regulated by another Federal agency which has implemented the Federal policy
or is approved by an amendment of an NRC license.

The Commission believes that this final rule will result in a small cost ,

reduction for medical use licensees without compromising the level of
protection of public health and safety against radiological hazards.

Sincereiy,

Dennis K. Rathbun, Director
Office of Congressional Affairs

Enclosure: !
Federal Register Notice

cc: Senator Alan K. Simpson

Distribution: [PRM35-9.CL2)
RDB/Rdg/Subj-central- E ckjord, RVollmer, BMorris, FCostanzi JTelfor , ATse

hdOffc:RDB:DRA: ES RDB.D '. E RDB:D S DD: ES S D. ES
Name:ATse:jw JTel ford SBahadur FCostanzi orris mer
Date:11/21/94~ ll/g/94 11/$/94 ll/y/94 11/1//94 If4/94
Offc: D:RES$ OCA
Name: EBeckjord DRathbun
Date: 11/ 7794 11/8/94

'
0FFICIAL RECORD COPY



November 30, 1994

.

The Honorable Richard H. Lehman, Chairman
Subcommittee on Energy and Mineral Resources
Committee on Natural Resources
United States House of Representatives
Washington, DC 20515

Dear Mr. Chairman:

In the near future the Nuclear Regulatory Commission (NRC) intends to publish
in the Federal Reaister the enclosed final rule. This final rule will amend
the NRC's regulations in 10 CFR Parts 30, 32, and 35 to eliminate certain
restrictions regarding the medical use of byproduct material.

Specifically, among other things, this final rule will incorporate into NRC's
regulations the concept of authorized nuclear pharmacists to allow properly
qualified pharmacists greater discretion to prepare radioactive drugs
containing byproduct material. Also, the final rule will allow medical use
licensees greater discretion to prepare and use radioactive drugs containing
byproduct material, to use byproduct material in research involving human
subjects, and to use radiolabeled biologics containing byproduct material.
NRC licensees conducting research involving human subjects using byproduct
material will be required to obtain informed consent of the human subjects and
the prior review and approval of an institutional review board in accordance
with the Federal Policy for the Protection of Human Subjects. These
requirements apply even if the research is conducted, funded, supported, or
regulated by another Federal agency which has implemented the Federal policy
or is approved by an amendment of an NRC license. -

The Commission believes that this final rule will result in a small cost
reduction for :nedical use licensees without compromising the level of
protection of public health and safety against radiological hazards.

Sincerely,

Dennis K. Rathbun, Director
Office of Congressional Affairs

Enclosure:
Federal Register Notice

cc: Rcpresentative Barbara Vucanovich

Distribution: [PRM35-9.CL2]
RDB/Rdg/Subj-central-EBeckjord, RVollmer, BMorris, FCostanzi, JTelford, ATse

Offc:RDB:DRA:RES R D ES RDB ES DD:liBA+RES :f)f[ S D- . ES
Name: ATse:jw k JTelford SBahadur FCostanzi Morris Vo 1mer |
Date:11/21/9C, 11/2(/94 11/0 /94 ll/d /94 11/l/ /94 1/p1/94

Offc: D:RES OCA 4cl
Name: EBeckjord DRathbun O*/
Date: II/g/94 11/4/94

~

OFFICIAL RECORD COPY
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{h;,2/ NUCLEAR REGULATORY COMMISSION
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*

Office of Public Affairs.....* Washington, D.C. 20555

No. 94-182 FOR IMMEDIATE RELEASETel. 301/415-8200 (Wednesday, November 30, 1994

NRC CHANGES REGULATIONS TO INCREASE FLEXIBILITY IN
MEDICAL USES OF NUCLEAR MATERIAL

The Nuclear Regulatory Commission is changing its i
!regulations for the medical use of nuclear material to provide lgreater flexibility for authorized physicians and qualified

pharmacists.

The changes are responsive to a petition for rulemaking
submitted to the NRC by the American College of Nuclear
Physicians and the Society of Nuclear Medicine. The revisions ! ,L

,

will:
[

(1) Include the concept of an " authorized nuclear
pharmacist," so that pharmacists who meet specified training and
experience requirements would be authori2;ed to prepareradioactive drugs from scratch. Current 3tr, these pharmacists are
restricted to preparing radioactive drugs 5using special kits and
certain devices, known as " generators," ' chat produce needed
short-lived radioactive materials from otser--more stable and
long-lived--radioactive materials.

(2) Allow the use of radioactive materials in researchinvolving human beings, provided that the licensee obtains
informed consent and approval of the research project by an
institutional review board, as described it: the Federal Policy
for the Protection of Human Subjects. Currently NRC licensees
must get special permission to use radioactive materials in
research involving human beings. The proposed rule would allowthe practice on a more routine basis.

(3) Allow the use of radiolabeled biololgics (such as
antibodies to which radioactive material has Egen affixed). The
biologics could be used for purposes such as th,(a) detect the
presence of tumors that may not be detected by bther means and
(b) treat the tumors by directing highly radioac%ive antibodies
to these sites. Current NRC regulations do not specifically
permit licensees to use radiolabeled biologics, although research
uses have been permitted by special permission foricertainlicensees.

\

.

-
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(4) Continue the flexibility provided in an NRC interin j
rule published on August 23, 1990. The interim rule allowed
physicians more discretion in using radioactive drugs, since it
deleted the requirement in the previous regulations that
physicians must follow (a) Food and Drug Administration approved
package insert instructions regarding indications and method of
administration of radioactive drugs to treat patients and (b)
manufacturers' instructions for preparing radioactive drugs from
kits and " generators." FDA generally does not require physicians
to follow these instructions.

The changes also include miscellaneous revisions to clarify,
update and simplify the current regulations, such as accepting
certification in nuclear medicine by the Royal College of
Physicians and Surgeons of Canada.

The Commission does not believe that these changes will
result in any significant increase in radiation exposure to the
public or the environment beyond the exposures currantly
resulting from medical uses of nuclear material.

A proposed rule on this subject was published in the Federal ,

iEngister for public comment on June 17, 1993. Minor changes made
as L result of the comments received are discussed in a Federal
Register notice issued on November 30. The amendments will be

.

'

effective on January 1.

|
1

|
'

>

|
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|- This section otthe FEDERAL REGISTER FOR FURTHER INFORMATIOtt CONIACC Dr. (4) Prepam radiopharmaceuticals using

g contants regulatory documents hawng general Anthony N.Tse, Office of Nucleas radionuelide generators and reagene hits
appicability and legaf effect.,mostof which Regulatory ResearAUS Nuclear in a marmer other tharr in accordance

g
are keyed to andcodilledin the Code of Regulatory C-mhims, Washington,. with the manufacturer) instructions-
Federal Regulations, which is pubushed under DC 20555, telephone 4301)4154233. and (5) Compound
50 tities pursuant te 44 Lt.S.C.1510. radiopharmaceuticals in accordance-

SUPPLEMENTARYtNFORMATION: with State law.
.

The Code of Fedmal. Regulations is sold by
. the Superintendmnt of Decaments. Prices of I. Background B. The petitseners reguested that the

new books are listed noithe fwst FEDERAL 7;he Petitionfor Ruledg' - - mco@b pmcMnuckar
REGISTER issue of each week. pharmacy and b eerti6 cation of -

r
In early 1999, the American Cellege of nuclear pharmacists bythe Board of

Nuclear Physicians (ACNP)and the Pharmaceutical Specinhs. Specificau f,
NUCr EAR'REGUt.ATORY Society o!Nuclema Medacine (SNM) the petitionersrequested that nuclear.

COMMISSIOtt appcoached the NRC staff with concerns pharmacists be perraitted nor(17
that the -mi=%) regulation.s failed Compound radiopharmaceuticafs ase

g 10 CFR Parts 30,32,and 35 g io accommodatethe hmetions and allowed by State or PDA regulations; (2),

responsihihties of the practice of Compound radiopharmaceuticals whose"

RIN 3150-ADG9 nuclear pharmecy. At b suggestion of manufacture and distribution' am noe
the NRC staff,the ACNPand SNM regulated by the State or FDW:(3)Preparation, Transfer for Commercial submitted a petitlen for rulemaking Prepare radinph--uticals usingDistributton,anduseof Dyproduct requesting the ==-on to amend its radionuclide generaters and peegene kits.c

; Matedal fos MedicalUse regulations to fully recognize the role of in a manner other than in accordance

f AGENCY: Nuclear Regulatory licensed nuclear pharmneists and with: the manufacturer's instractions; (4)
f Commission. physicians. Orr September 15,1989-(54 Produce reagent kits and $5) Dispense

[ ACTION: Final rule.
l'R 38239h the Commission published radiopharmaceutscals that am not
m b Federal Register a notice of regulated by the FDA.

.
SUMMARY:The Nuclear Regulatory receipt of a petition ics rulemaking for C. Additionally,thepetdaieners

b Commission (NRC)is amending its pubhc conuner.t,(FRM-3541- requested that the NRC:D) Permit
! regulations for the medical use of During the development of the ACNP. categories of research using radioactive
t byproduct raatarial.*nxis action is being SNM petition, one NRC stafImember drugs that do not require an IND, such

taken in response to a petition for provided substant2al assistance in the as research approved by e Radioactive*

t rulemakfag. This final rule is intended preparationof the petition Ilowever.- Drug Research Committee (RDRCh $27

i to provide greates Dexibility by allowing that individual has not participated in Permit the use of radiolmbeled biologies

i properly qualified rruclearpharnurcist, the NRC's resolution os b petitian or for which the FDA hasissued aliicense
i and authorized users who are in the development of this rule. Another in response to a psoduct Ilcense
i physicians greater discretion to prepare NRC staff member reviewed the petition application (PLAk and p) Clarify its
i radioactive drugs containing byproduct prior to its formal submittal to the regulations pertaining to specific

material for medical use. This final rule, Commission and participated,to some licenses of broad scope.'

utent, in the NRCs resolutica of the'

while allowing research involving
human subjects using byproduct petition and la the development of the dh E@

rule. The Cosamission,while aware of in response to the l'edaalRegister,

material, 'res NRC licensees whoi

' conduct s researcir to obtain the thisbackground, considered the petition notice that announced the receipe of b
n its own merits. petition,466 cmument letters weee

n informed consent of the human subjects The petition included b following received. About99percentof the
! and the prior review and a proval of an c inmenters supported sad agrad with

"1"*** P .*"*** *1"**** that the petitions AAerco hion of b-f "institutionalreview boor '' within the
meaning of ttw FederalPolicy for the 8u nm "M w 1 am P4s.icians pubh,c comment letters and censuhacron
Protection-elllmnan Subjec. ts. This final (physic 2an authorized usersl be given with the FDA staff, h Canmission

| . g h* "[ E greater flexibility regarding.the medical determined that some issues should be*S
g i ddi ,Ws use of radiopharmaceut.icals containmg addressed pronrptly.;- final rute contame other miscellaneous

.

byproduct material Specifically,the On August 23,1990 (55 FR 345nt i

and conforming amendments necessary petitioners requested that these the Commissierz puhnshed an hatarim. I

; to clarify or update the current physicians be permitted to: (1) Use Final Rule to allow,for a period of 3
'

mgulations' radiopharmaceuticals to treat diseases years, the use of therapeutic
EFFECTtVE DATErJanuary 1,1995. that are not listed in the U.S. Food and radiopharmaceuticals for indications

,

. ADDRESSES: Copics of the public record, Drug Administration (FDA) approved not listed in the paelage insert and to |

including the final regulatory analysis package insert;(2)Use methods of allow departures frorn the i>

and any pubuc comments received on administration of radiopharmacenticals manufacturer's instructions for l-

the proposed rule, snay be exammed that are not listed in b package insert; preparing diagnostic )
and copied for a fee in the (31 Use radiopharmaceuticals other than radiopharmaceuticals using
Commission's Public Doctunent Room those for which b FDA.has accepted radionuclide generators and e,, era*

at 2120 L Street NW. (Lower laell, an Investigational New Drug (IND) or an kits. On July 22,1993,the Commission
Washington DC. approved New Drug Application (NDA). extended the expiratierr date of the-

|

_
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Interim Final Rule from August 23, diagnosis and treatment of their patients Development," as ratimle for the
1993, to December 31,1994. The action or human research subjects and commenter's viewpoint. F

allows licensees to continue to use recognizes that nuclear pharmacists nesponse. The Commission's
byprodact material under the provisions have the primary responsibility for the statutory mandate in the Atomic Energy ,

of the foterim Final Rule until the preparation of radioactive drugs. NRC Act of 1954, as amended, includes all 7

Commiss:nn completes this final rule. regulations are predicated on the uses of byproduct, source, and special ,

in a paratiel eifort, the NRC continued assumption that properly trained and nuclear material. Specifically, section
to work on the remaining issues in the adequately informed physicians and al of the Act prohibits,without
ACNP-SNM petition. On August 7, pharmacists will make decisions that ' Commission authorization, the
1991, the NRC conducted a public are in the best interest of their patients manufacture production, transfer,
workshop in Rosemont, Illinois, to or human research subjects. receipt in interstate commerce,
present "strawman" language on the Furthermore, the pharmacological acquisition, ownership, possession,
training and experience criteria for aspects of radioactive drugs, including import, or export of byproduct material
authorized nuclear pharmacists to drug safety and efficacy. are regulated (42 U.S.C. 2111). Also, section 161 of
representatives of the following by the FDA or the States. the Act states (in part):
organizations: Board of Pharmaceutical
Specialties, American Doard of Science II. The Proposed Rule, Public The Commission is authorized to establish

in Nuclear Medicine, National Comments, and NRC Responses by rule, regulation, or order, such standards
and instructions to govern the possession and

Association of Boards of Pharmacy, The Commiss. ion published the. use of special nuclear material. source.

Committee on Radionuclides and Rroposed rule in the Federal Register on material, and byproduct inuterial as the
Radiopharmaceuticals of the U.S. June 17,1993 (58 FR 33396), and Commission may deem necessary or
Council for Energy Awarenesrg provided a 120-day public comment desirable to promote the common defense
American Pharmaceutical Assbciation, period. About 2,500 copies of the notice and security or to protect health or to
American Society ofllospital of the proposed rulemaking were mailed minimite danger to hfe or property
Pharmacists, and three graduate schools to all applicable NRC licensees, (emphasis added).

of pharmacy. Subsequently, the NRC Agreement State and Non- Agreement Therefore, the Cornmission has broad
also discussed the proposed resolution State agencies, and other interested statutory responsibility to regulate all
of these issues in meetings with the groups. uses of byproduct material, including
FDA, the NRC's Advisory Committee.o'n The NRC received 284 comment medical use.
the Medical Uses of Isotopes (ACMU11. letters in response to the proposed rule. Section 104(al of the Atomic Energy
and the Agreement States. This There were 280 letters in support of the Act states:
rulemaking is the evolutionary result of pmposed rule. I letter in opposition t TWen n MwM @w
numerous meetings with the the proposed rule, and 3 letters licenses to persons applying therefor for
aforementioned groups. provided comments without specifically utilization facihties for use in medical

indicating support for or opposition to thempy. In issuing such licenses the
NRC,s Poh,ey the proposed rule. There were 182 Commission is directed to permit the widest

in a policy statement published on letters from individuals working in amount of effective medical therapy possible -
February 9,1979 (44 FR 8242), entitled commercial pharmacies. 3 from with the amount of special nuclearmaterial
" Regulation of the Medical Uses of pharmaceutical manufacturers 6 from available for such purpose and toimpose the

Radioisotopes; Statement of Cencral hospitals. 7 from professional minimurn amount of regulation consistent

Policy," the NRC stated: associations,6 from universities,5 from with its obligations under this Act to romote
'h' C ** " d'I'"'' *"d 5'C"'i'Y "" '1. The NRC will continue to regulate governmental agencies, and 75 who did

e Public (42the medical uses of radioisotopes as not indicate their affiliations. In terms of @2 3 11 n; sis d
necessary to provide for the radiation commenters* professions or
safety of wo:Lers and the Eeneral public. qualifications, the vast ma}ority of Section 104(a) on its face applies only

2. The NRC will regulate the radiation letters were from pharmacists. to medical therapy licensees for using
safety of patients where justified by the- Public comments and the NRC's " utilization facilities" (i.e., nuclear
risk to patients and where voluntary responses are presented below. Cencral reactors) and "special nuclear material."
standards, or compliance with these comments are presented first. followed No "rninimum regulation" directive
standards, are inadequate. by specific comments associated with governs the Commi,sion's regulation of~

*

3. The NRC will mmimize intrusion individual sections of the rule for which byproduct materi .. This section does
into medical judgments affecting comments were received. The not even apply . i the medical use of
patients and into other areas discussion of the changes in the byproduct mater al, which falls within
traditionally c<msidered to be a part of proposed rule language is presented in the NRC's broad standard-setting
the practice of medicine. ~ sectiori Ill entitled " Discussion of Final- authority in sections 81 anil 101 of the

in conformance with this policy, the Rule Text." Referring to section V. Act. Even if the commenter were correct
Commission is eliminating certain entitled " Text of Final Regulations " that the NRC had'a statutory obligatiots ~
restrictions in the NRC regulations on may expedite the reader's to minimize regulation. this rule
the practices of medicine and pharmacy understanding of the public comments eliminates certain restrictions in the
(e g., compounding), and is providing and'the NRC's responses. regulation of the medical use of
the authority for research involving byproduct material. furthering that
human subjects and the use of General Cornments. purpose. The Commission is, in fact,
radiolabeled biologics. The Commission (1) Comment. The NRC is " straying imposing the minimum amount of
believes that these restrictions can be very far** from its mandate and regulation commensurate with the need
climinated without compromising.he - c ompetence in regulating the medical for protection of the public health and
lesel of protection of public health and uses of byproduct material.The safety.
safety against radiological hazards. The commenter appended a copy of section Regarding the NRC's competence.
Commission recognizes that physicians 104 of the Atomic I?.nergy Act, entitled "itlhe substantive area in w hic.h an
bas e the primary responsihihty for the " Medical Therap3 and Resean h and anency is deemed to b , espert is

r
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determined by statute." Afassachusetts already have appropricte responsibility immediately effective this final rule,
w United States,836 F.2d 378,382 (1st in the areas of medicine and pharnmey. which in part, imposes new substantise
Cir.1988). See also Commonwealth of flesponse. This final rule is not requirements. Therefore, the effectise,

: Massachusetts v. NffC.924 F.2d 311, duplicating regulation by other federal date will be 30 days after publication of
324 (D.C Cir.), cert. denied.112 S.Ct. or state agencies. In fact, this rule is this rule in the Federal Register.
275 (1991).The Atomic Energy Act designed to avoid duplication of the (5) Cornment;The NRC shouM
commits to the NRCthe duty of regulations of other federal agencies

| regufating the use ofbyproduct (e g.. see responsalocomments on pmvide a mechanism for

I materials, including radioactive drugs. S 35.6). In the area of medical' use of "gran dfathering'* quali!Ied nuclear

i to protect public health and safety and byproduct material, the NRCand FDA pharmacists who are currently working
as a matter oflaw the NRC is deemed signed a Memorandams of in hospital-based nuclear ph%
" expert" in making tocimical and policy Understanding (sa FR 47300; September similar to the mechanism pmposed for

| judgements in this fiefd. 8.1993) to coordinate existing NECamd "grandfathering" qualified individuals
The NRC has long exparience in FDA regulatory psegrams. Generally workingin commercialnuclear

j} regulating nuclear medkine and "(iln speaking. FDA regulates the pharmacies.
I recent years has increased its manufacture and distribution of flesponse. The Comndssion agrees
i recruitment of personnd who have radioactive drugs and medical devices ~ with this comment becauses quali5ed

experienceand Laowledge either in for safety and efficacy.,while the NRCid i nuclear pharmacist should be
nuclear medicme or in radiation regulates radiation salcty associated .. grandfathered,, regardless of whethcr
therapy" (56 FR34104: July 25,1991).

with the actual useof these $e to thethe individual is currently werkmg a,n a
roducts.

Since the Commission's inception, it 3 (3) Cornment.The preamb*

has been accountable for the regulatiod proposed rule gives the impression that commercial nuclear pharmacy or a
of medicaluses of hypropuct material. the NRCwould allow nuclear hospital-based nuclear pharmacy.
It has licensed. inspected, collected and physicians and nuclear pharmacists to Therefore, S 35.981 entitled " Training'

analyznd datain this field for many use unregulated, dangemus radioactive for experienced nuclear pharmacists,"
years, and has issued and administered drugs. In additions a commenter stated has been addbd to this finaf rufe. This
various forms of regulations. that, under State Pharmacy law, a section is similar to $ 32.77in the.

Furthermore, this rulemaking is not licensed pharmacist may delegate proposed rufe for "grandfathering"
about what dosage of a radioactive drug certain duties to nompharmacist qualified individuals workingin ,
should be prescnbed to treat or diagnose individuals if the pharmacist provides commercial nuclear pharmacies. The
a patient. It is about the qualifications " direct supervisionu" is it the NRCs Commission believes that this IImited

| of individuals performing NRC. licensed intent to permit the authorized nuclear "grandfathering"is [ustified provided:
activities (q., authorized nuclear pharmacist to delegate the full range of (1) This individual is curready working
pharmacists) that are necessary to professional duties te non-pharmacist in a nuc! car pharmacy:(2) tids
protect the health and safety of patients individuals? individual has completed a structured-

and workers from radiological hazards. fiesponse.The preamble to the educational pro < ram as speci5ed ing
; This rule,in other words, does not proposed rule stated that a hcensee 6 35.980(b)(1)i and (.3) the quali5catams

intrude on medical [udgment. Moreover, must meet the Commission s regulations of this individual would bervviewed
i the NRC has higidy qualified staff and regarding radiation safety of the workers

extensive experience in determining and the public, including patients and and approved by NRC befose a licensee'

radiation safety qualifications. that the licenseeis not relieved frorn may allow this mdividual to wn:L as an*
-

[ In addition,the NRC has an advisory complying with applicable FDA, other authorized nuclear pharmadst.
.

g committee (the Advisory Committee on Federal, and State requirements (6) Comment. Several commenters
i the Medical Uses ofIsotopes or governing radioactive drugs. Because requested that the followingitems bo
i " ACMU1"), which, since its the FDA and States regniete the safety addressed in this ndemaking: la.)
: establishment many years ago, has and efficacy of radioactive drugs, the llandling of brachytherapy radioactive
j advised the NRC on rulemakings and licensee must also follew their sourcgs for temporary impiants related
y other initiatives related to the medical regulations when using radioactive to 1-125 cye plaques wherein the
g uses of byproduct material. The drugs. The Commission will allow an patient goes home and returns several
y. membership of the ACMUIincludes a authorized nuclear pharmacist to i days later for removatof the sources:(b)

broad spectrum of expertise, such as delegate a full range of duties to a no'" Changing the person who signs tlw
physicians ke., in maclear medicine. pharmacist individual provided that the records of seated source lear tests,
cardiology, and radiation oncology). mdividual is properly supervised (i.e., scaled source inventories, arul surveys
medical physicists, pharmacists, according to S 35.25).

(4) Comment. The final rule should be of scaled source storage areas fran the
medical researchers, practicing'strators,technologists, hospital admini effective immediately upon publication Radiation Safety Officer to the
state medical mgulators. Food and Drug in the Federal Register instead of being individual who performs these tasks.

Administration mpresentatives, and a effective 6 months after publication. and (c) Permittinglicensees to allow
patient rights representative. The NRC Hesponse.The Comnnssion agrees Radiation Safety Officers who meet
also has a visiting medical fellows that licensees may not need 6 months to certain requirements to work without
program that allows selected physicians implement this final rule. However, first obtaining a license amendment

I or pharmacists to work for NRC.for a with limited exceptions, section 553(d) (similar to the provisions proposed for
j period of 1.to 2 years. Both ACMUI and -of the Admindstrative Procedure Act autltorized users and authorind oner
j the visiting medical fellows provided ( APA) provides that "[tlhe required pharruacists).
: advice to the NRC during the publication or service of a substantire Response. These items will not;le

rule shall be made not less than 30 days addressed because they are beymd tredevelopment of this nde. .

(2) Comment. The NRC is attempting before its effecti.ve date." The scope of this rulemaking.
to duplicate regulation by other federal. commenter has not persuaded ihe NHC
vtate. and national entities u hi< h that good cause exists for making.

*
-
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Specific Comments (i) Complies with the safety is an application fee (fee Category 3C) to.

'Section 32.72 Manufacture requ ments specM b M N aM h type of auh&ahn. @n
Preparation, or Transfer for C'ommercial 32.72(a)(3),(a)(4), and (c); issuance of the license amendment.

(ii)Is operated by a medical use adding this authorization, the licensee
'

Distribution of Radioactive Drugs licensee; and will be assessed the licensing and
Containing Byproduct Matenal for (ill) Only engages in limited inspection fees in fee Category 3C of to
Medical Use Under 10 CFR Part 35 distribution to a specified set of medical CFR 170.31 and the annual fees in fee

Several commenters addressed the use licensees but does not engage in Category 3C of to CFR 171.16.These
use of the term " radioactive drug." commercial distribution. fees are in addition to any other fee.
%ese comments and the NRC's Other Part 33 or 35 medical use categories covered by the existing
responses are summarized below. licensees seeking this authority must license.

(1) Comment. One commenter stated first apply for a license amendment and
receive an authorization for limited Section 32.72(a)(4).

that "the FDA has a specific definition
which it uses for radiopharmaceuticals, distribution pursuant to Part 32. The There were numerous comments
end I am not aware that it will similarly fees specified in Category 3C of to CFR addressing the labeling requirements.

170.31 and 10 CFR 171.16 are assessed These comments and NRC's responsesreplace this word with that of
radioactive drug." Also, the commenter f r this type of authorization. As are summarized below.

questioned whether the term provided in footnote 1(d)(2) of 10 CFR .* (1) Comment. Several commenters
radioactive drug" included 17S31, there is an application fee (fee ' stated that the NRC has no legal

.

radiolabeled biologics. Category 3C) to add this type of jurisdiction over drug labeling and
authorization. Upon issuance of the should not require drug labelingResponse. FDA regulations define the

term " radioactive drug" (21 CF'R 310.3) license amendment adding this because it is regulated by the FDA.
authon,zation, the licensee will be Another commenter supported the

but do not define the term subject to the licensing and inspection proposed labeling requirements andg ,, d th,,

fees in fee Category 3C of to CFR 170.31 stated that its facility has already
p le the p ose rule, he erm

and the annual fees in fee Category 3C included all information specified in the" radioactive drug" includes a
radiolabeled biolo ic, which is an i10 UR 171.16Mese fees arejn pmposed rule.

addit,on to any other fee categones Response. The Commission has broadi
accurate usa 8e for oth NRC and FDA . covered by the existmg h, cense. authority under sections 81 and 161 of
regulations, flowever,in those cases where a small the Atomic Energy Act,as amended,

(2) Comment.The medical use of number of Part 35 licensees wish to including authority to establish by rule,
byproduct material may be approved by transfer unsealed byproduct material regulation, or order, such standards and
the FDA as a radioactive drug or a among themselves, the NRC will instructions to govern the possession
device. If it as approved as a device, not consider granting an exemption and use of byproduct material.
a radioactive drug, would the proposed pursuant to 10 CFR 35.19.10 CFR Therefom, the Commission has
changes create regulatory barriers in 170.31 (footnote 2) specifies the fees for jurisdiction to require labeling of
such situations? such exemption requests. For existing radioactive drugs containing byproduct

Response.This rule does not impose Part 35 licensees, requests for an material and is currently requiring that
any new regulatory reqmrements for the exemption under 10 CFR 35.19 are s ecific information be included on
use of devices containing byproduct subject to the amendment fees specified

labels' Commission's labelingmaterial. Therefore, this rule would not in 10 CFR 170.31, or fee Category 7B or The
create regulatory barriers for the use of 7C. as applicable. re ulrements are not intended to
such devices. (2) Comment. The NRC should duplicate FDA requirements, but are
Section 32.72(a)(2)

c ntinue to permit Part 33 licensees intended to provide information related
who are authorized to produce to radiation safety. These labels are

Several commenters requested radioactive drugs to be used only for needed for:
clarification concerning the proposed research experiments to distribute these (i) Hospital workers to ensure that the
requirement that a nuclear pharmacy or drugs to medical use licensees. radioactive drug is the correct drug and
a drug manufacturer must obtain a Part Response. The Comrnission currently the correct dosage; and
32 license. These comments and the permits such a Part 33 licensee to (ii) Transport workers to identify the
NRC's responser are summarized below. distribute, on a limited basis, contents of a vial, container, or package.

(1) Cbmment. The NRC should radioactive drugs to be used only for and to take appropriate actions in the
continue to permit Part 33 or 35 medical research experiments through a licenso event of any transportation accident. i

use licensees to share a nuclear amendment approval on a case-by-case (2) Comment. It would be very costly
pharmacy without requiring a Part 32 basis.The Commission believes that to have inspectors checli 12 million
license. Part 33 licensees who have been granted drug labels.The commenter believes

Response.The Commission currently this authority could continue to that this activity would be entirely cost-
permits the nuclear pharmacy of a Part distribute these drugs provided that the ineffective.
33 or 35 medical use licensee to ? art 33 licensee complies with safety Response. The modifications to
distribete radioactive drugs to a limited icquirements specified in 10 CFR current S 32.72(a)(4) are intended to
set of medical use li ensees through a 2.72(a)(3), (a)(4), and (c). Other Part 33 clarify the existing labeling
license amendment approval an a case- .csees seeking this authority must requirements, except for the addition of .

by-case basis. This is the context in - ' apply for a license amendment and " time of assay."Thus, the Commission !

which such licensees may " share" a receive an authorization for limited believes that licensees will not incur
,

nuclear pharmacy. The Commission distribution pursuant to Part 32.This significant additional cost associated '

believes that Part 33 or 35 licensees who type of authorization is subject to the with these modifications. In terms of
r tegory 3C of to inspections, the NRC inspectors do nothave been granted this authority could fees specified in fee a

continue to o;wrate a nuclear pharmacy CFR 170 31 and 17116. As provided in check the label of every container or
orovided that the nuclear pharmacy: footnote 1(d)(21 of to CFR 170 31. there package of a radioactive drug. They may

|
1
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- conduct spot checks. Thus. there will (2) Comment. In the preamble of the comments and the NRC's responses are ;

i. not be a significant cost for NRC proposed rule discussing proposed discussed below. )

insp)ectors either.(3 Comment.The syringe label" individual's character" in determining requirements for linearity and geometry I
S 32.72(b)(3), the use of the phrase (1) Comment.The proposed I

should not be limited to the clinical whether the individual should be tests are not consistent with methods of |
procedure. On the other hand,it is approved as an authorized nuclear assaying alpha or beta emitters, such as

'

unnecessary to requim that the label, or pharmacist appears inappropriate. liquid scintillation counting.
the leaflet or brochure that accompanies Response.The NRC disagrees with Res onse.The regulatory text

inclu[es the phrase "as athe use of the instrument. '$priate for
the radioactive drug, contain all of the this comment. Under sections 182 and
statements specified in the proposed 183 of the Atomic Energy Act, the erefore,if<

rule- Commission has broad authority over linearity or geometry tests are notResponse. The regulatory text in this the scope oflicense applications and the appropriate for an instrument, the tests
section states: In addition, the label for terms of licenses. Section 182(a) "" "t "9" ired'the syringe or syringe radiation shield includes the authority to require, by rule (2) Commende aguladon does not

'

must also contain the clinical procedum or regulation, such information as the mquire medical use licensees toto be performed or the patient's or the Commission determines necessary to measure the activity of a unit dosage of
human research subject's name." Thus- decide, among other things, the an 81 ha- or a beta-emittingthe clinical procedure is an additional technical and otherqualifications of the radionuclide.nis provision should

P

item but not the only item on the label.
applicant as the Commission may deem also apply to commercial nuclearRegarding the statements that must be
a[propriate, as well as the applicant's hP armacies.included in the leaflet or brochure, ti et c aracter.Therefore,in deterniining

Commission believes these statements whether to grant a license or license Response. Section 35.52(a) will
are necessary because they serve as amendment, or a prove an individual to exempt a medical use licensee from
wamings to individuald who are not perform licensed activities, the NRC can measunng the alpha- or beta-activity of |
authonzed to use the byproduct consider the past performance and a unit dosage,if the licensee obtains that i
material. However, the statement that character (which may include activities umt dosage from a commercial nuclear j
"other regulatory approvals may be involving improper or illegal practices) pharmacy. This exemption is acceptable is

required" has been deleted because this of the license applicant, the licensee, or tiecause $ 32.72(c) will require the i

concern is already covered by to CFR the individual who is to perform commercial nuclear pharma to
35.7. licensed activities. An individual measum that acdvity Wore aspensing

,

(4) Comment. !t is unclear as.-to the the radioactive drug. C)mmercialoccupying the position of a physician
legal origm of the statement that "NRC,s authorized user or authorized nuclear nuclear pharmacies would be required >

t measure the alpha- or beta-activity oflabeling requirements are independent phannacist has the potential to affect
of requirements of the U.S. Food and the public health and safety a unit dosage because, otharwise, it
Drug Administration (FDA)." Accordingly,it would be appropriate for might not be measured by aayone.

Response. This comment quotes the the NRC to consider information Themfore, this provision canaot be
last sentence of 5 32.72(a)(4) of the . relating to that individual's " character." applied to commercial nuclear
r posed rule, stating that: , NRC s (3) Comment. If an authorized nuclear pharmacies. .

P armacist decides not to seek Authorized NuclearPharmacist [
"

h
ofr u re e eU . o a

recertification as a Board CertifiedDrug Administration (FDA)."This There were several commentsNu " .

comment appears to question the NRC's
d id t o ze nuclear concerning this definition.These

statutory authority fo the quoted comments and the NRC's responses arepharmacist statupstatement. As previously stated in Response. No. dan individual gained summarized belcw.
response to comment 1 on $ 32.72(a)(4),

d I h (1) Comment. 'Ihis definition uses thu *

the NRC's statutory authority to impose {thori P rase "a permit issued by ahsed on boa ce fica onrequirements with respect to the decided not to seek recertification, this Conynission or Agreement State specific
labeling of radioactive drugs containing
byproduct material derives from its individual maY continue to work as an

licedsee of broad scope." is there a
standard format for this Pcrmit?authon. zed nuclear pharmac st pgvidediauthority under the Atomic Energy Act

Re8Ponse.The Commission does notthis individual continues to be(primarily sections 81 and 161b) to
regulate byproduct material. The quote [1 identified as an authorized nuclear

requim licensees of bmad scope to use

P annacist on a Commission or a standard format for a permit.Thehsentance makes it clear that NRC's
labeling requirements are separate from Agreement State license or on a permit

fonnat for this permit may vary from

the labeling requirements of FDA. issued by a Commission or Agreement one licensee to another.
State licensee of broad scope. (2) Comment.The word "or" should

Section 32.72(b) (4) Comment. Would the scope of be inserted between the first and second
There were several comments "grandfathering" extend beyond the paragraphs of this definition.

concerning this paragraph. These initial transition period? Response. It is an acceptable
comments and the NRC's responses are Response. The Commission believes it regulatory drafting convention that for a ,

discussed below. is not necessary to limit the sentence with multiple independent
(1) Comment. The phrase "within 30 "grandfathering" provision to a definito conditions, only one "or" is necessary

days of the date" use.d in the proposed period after the effective date of this between the last condition and the
. 5 32.72(b)(3) is confusing and should be final rule. Therefore there is no time previous condition to indicate that

| replaced with "no later than 30 days limit for the "grandfathering" provision. satisfying any one of the conditions is
. acceptable. Because this definition has !after the date."

Section 32.72(c)Response. The Commissio'n agrees three independent conditions, an "or" f
with the comment. The final rule text There were several comments between the first and the second |
has been modified accordingly. concerning instrumentation. These condition is not necessary.

i

L .__
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Authorized User Response.The quality management of the rights of those human subjects. At

Comment. There were several pr gram (QMP) applies only to research a minimum, this final rule requires NRC

comments concerning the use of the procedures usin uantities of licensees who conduct such research to

phrase "individuars character" in the bypnxhrt matena specifux!in obtain the informed consent of the
$ 35.32(aXt). Ilowever, because most human research subjects and the prior

preamlite of the proposed rule.The
commenters stated that the use of the

research procedures use quantities of review and approval of an IRD, within
byproduct matenal that are less than the meamng of the Federal Policy for

phrase ,,indivhgu,g,s diaracter.. appears those specified in 935.32, the QMP the Protection of Iluman Subjects.These
inappropriate in considering whether would not be required for these research requirements apply whether or not the
the individual should be approved as an

procedures. research is conducted, funded,
authonzed user. The review specified in $ 35.32(b)

suIiported, or regulated by anotherliesponse. For the same reasons as set applies only to human research fe oral agency which has implemented
forth in response to comment (2) of procedures for which written directives this Federal Policy or is approved by the
S 32.72(b). the Commission disagrees are required.The review includes amendment of an NRClicense.
wgh Ihe comment. evaluation of a representative sample of flowever, NRC licensees whose human
Medical Use administrations, recordable events, and research is covered by the Federal

misadministrations,to verify Policy as adopted by another federal
There were several comments compliance with the QMP.These agency, may conduct such research

concerning the addition of hunyan valuations are specifically related to' without prior NRC apfthis rule are

,

royal. In this
research subjects in the definition of stVe requirements in the Commissions *s way, the provisions o
medical use.These comments and the regulations, which are not redundant of designed to avoid duplication of the
NRC s responses are summangd below. FDA regulations. regulations of other federal agencies '

(t) Comment By mcludmg' human
.. which have adopted the Federal Policy.

research subsects under " medical care . Sectw.n 35 6 Provisions for Research
it is implied that a physician may be involving 11uman Subjects ;gg g g,g' NRC should take

(21 Comment. The
allowed to deliver any radiation dose to in the pmamble of the proposed rule. steps to ensure that all provisions of the
a human research subject if the the Commission solicited public Federal Policy for the Protection of
physician can convince the local IRIl comment on the number and type of lluman Subjects are met.
that the dose is warranted. Also, the. - research activities which would not be fresponse. The basic safety objectives
concept of implying that human funded by another Federal agency and ethical principles of the Federal
research subjects can le considered as which has adopted the Federal Policy Policy will be met by requiring licensees
patients may cause difficulty because and which would require a licenso to obtain the informed consent of the
there are separate laws and amendment under the proposed rule. human research subjects and prior
considerations for each group- No comments on the number and type approval by an IRil. Ilowever, some

flesponse.The definition unde' of such research activities were provisions of the Federal Policy are not
discussion is " medical use," not received. directly applicable to the Commission's
" medical care " The tenn " medical use" Also, the Commission solicited public oversight of its licensees, such as the
is specifically defined for the purpose of comment on whether it should broaden "Use of Federal Funds."" Evaluations of
identifying a class of uses involvina or narrow its focus to require Propos:ds for ifescarch to be Conducted
byproduct material that is regulated by compliance with all or none of the or Supported by a Federal Department
the Corrunission. By using the term provisions of the Federal Policy or or Agency " and "Early Termination of
" patients, or human research subjects" equivalent license conditions.The Research Support." Therefore. NRC
in connection with a requirement, the Commission stated that in making these does not need to take steps to ensum
Commission states that the requirement comments, consideration should be that all provisions are met.
applies to both patients and human given to the fact that all radiation safety On the other hand, the proposed rule
research subjects. The Commission does previsions of to CFR part 35 wotdd be did not explicitly state that the required
not intend to imply that a human made applicable to research involving informed consent and IRB approval
research subject can be considered as a human subjects. Several comments were must be in accordance with the
patient, nor does the Commission n ce ved related to this topic. These provisions of the Federal Policy for the
intend to imply that a physician may comments and the NRC's responses are Protection of fluman Subjects.
deliver any radiation dose to a human summarized below. Therefore, a phrase "in accordance with
research subject, withot> appropriate (t) Comment. Omit all regulation of the meaninC of these terms as defined
approval. human research with radioactive and described in the Federal Policy for

The Commission wcogma.cs that there material because the FDA handles this the Protection of fluman Subjects" has
are separate medical or pharmacy laws very nicely. been added to the text of the final rule
and considerations goveming human flesponse. The Commission cannot io clarify this point.
researth subjects and patients. !!owever. omit all such regulation because it has There were comments concerning the
the Commission has determined that the the responsibility for ensuring adequate addition of" human research subjects"
radiation safety requirements in its proteuion of public health and safety in the definition of " medical use" and
regulations that are designed to protect related to the use of byproduct material. the broadening of the quality
patients from radiological hazards are including uses involving human management program to include human
equally applicable to human research research subjects. research subjects. These comments and
subjects. In view of the fact that this final rul" NRC's responses are summarized in the

(21 Comment. Theru could be mme u ould specifically permit. in certain discussion of the definition of" medical
difficulty when applying the quahty circumstances. NRC licensees to use use" under 6 35.2. |
management program to human radiog.tive drugs containing bypn> duct

-

jresearch subjects. Also. annual revmw matenal for research m, volving human
; Ihuman use tudies is redundant of subjects, the Commission has the Comment Several commenters stated j

O \ mgulatmns m Pos!"htv to addrm the protection in..t se phraw "within n days of the

1

j
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date"in the proposed S 32.72(b)(3) may pharmacist or physician authorized necessary to test linearity to 1.1

{ be misinterpreted and suggested that a user. The Commission believes that the megabecquerels (30 microcuries).
new phrase "no later than 30 days after supervising individual is in a better Response.The intent of changing the
the date** should be used. position to review the work than lower limit of the linearity tests from 10

Response. See response to comment another individual. microcuries to 30 microcuries is to
(1) of section 32.72(b). c nf rm with the requirements of the

3W ViMWhd m
Section 35.22 Radiation Safety Quality Management Program ($ 35.32)

' Comment. One commenter suggested and to relieve a minor burden for
Committee that this section should be retained. The measuring activities between 10 and 30

Comment.There were two comments commenter stated that the paperwork microcuries without reducing radiation
concerning this section. One commenter safety.To go beyond this by changing

associated with the froposed this limit to the lowest patient dosageagreed with the proposed change.The notification ($ 35.14 would be unduly
other commenter stated that the burdensome for temporary authorized would have ramifications on the,

proposed change was not warranted users who provide coverage during constancy checks, accuracy tests, and
because the Radiation Safety another authorized user's vacation or recordkeeping requirements (i.e.,
Committees (RSC) are overburdened by sickness. SS 35.50(b)(1), (b)(2), and (b)(3); and
other duties. Res nse.The Commission disagrees 35.53(a), (b), and (c)(3)). Therefore,

Response.The Commission believes with e commenter. When allowing a deleting this specific lower limit is
that it is important for the RSC to review temporary authorized user to work, the beyond the scope of this rulemaking.
the traming and expenence of licensee does not need to notify'the NRC (3) Comment. In expressing the units
authorized users and authorized micipar each time that the individual rovides in both English units and SI units,
pharmacists and to approve or '- coverage during another authorized English units should be first, followed
disapprove any such individuals user's vacation or sickness. Under the by SI units in parentheses. Also,is there
because this review and'the approval or notification requirement (S 35.14), the any scientific rationale for the precision
disapproval by RSC is a key factor in the licensee needs to notify the NRC no implied by 1.1 mBq,instead of using 1
program to ensure radiation safety, later than 30 days after the date the mBqi
Furthermore, existing regulations licensee permits the individual to work . Response.The Commission published
already une the RSC to perform such as a temporary authorized user.The a policy statement entitled " Conversion
seview an approval or disapproval of next notification is when that individual to the Metric System" (57 FR 46202;
authonzed users, Radiation Safety permanently discontinues as a October 7,1992). This policy statement
Officers, and teletherapy physicists. By temporary authorized user. A Specifies that the first unit will be in the*

adding authorized nuclear pharmacists . notification is not required during each SI unit with the English unit shown in
,

to the review and approval or brackets. In terms of significant digits,
disapproval process of the RSC, the heriod of coverage between theginning and the termination of the the implied uncertainty for 30
Commission does not believe that a microcuries is somewhere between 29service of the temporary authorized
significant burden will be added to the user. This notification procedure also and 31 microcuries and for 1.1 mBq is
RSC s responsibilities because at is applies to a temporary authorized somewhere between 1.0 and 1.2 mBq. If

expected that a relatively small number nuclear pharmacist. Thus, this section .1 mBq is used, the implied precision
of authorized nuclear pharmacists will has been removed. would be less. Therefore,1.1 mBq has
be included in Part 35 licenses. been retained in the final rule.

.
Section 35.50 Possession, Use,

Section 35.25 Supervision Calibration, and Checks of Dose Section 35.52 Possession, Use,
Calibration, and Checks ofComment. Several commenters stated Calibrators.

that this section should not be so instrumentation to measure dosages of
Several comments were received alpha- or beta. emitting radionuclides.restrictive and that instructions to

related to this section.These commentsworkers can only be provided by the There were several comments
supervising individuals. These and NRC s responses are summarized

below. congerning this section. These
commenters suggested that the comments and the NRC's responses are
provision for instructing workers may (1) Comment.The proposed pl rase discussed below.i
be delegated to other qualified ,over the range ofits use betwecq the (1) Cornment.The proposed
individuals. Similarly, they suggested , highest dosage that will be administered requirements for linearity and geometry |
that periodic review of the work of the to a patient or human research subject tests are not consistent with methods of
supervised individuals may also be and 1.1 megabecquerels (30 assaying alpha or beta emitters, such as
delegated to other qualified individuals, microcuries)" should be clarified. "Over liquid scintillation counting.

Response.The Commission agrees the range ofits use"could mean Response.The regulatory text
that the workers may be instructed by between the highest and lowest dosages includes the phrase "as appropriate for
the licensee, the supervising that will be administered; the lowest the use of the instrument."Therefore,if '

individuals, or other qualified dosage may not be 1.1 megabecquerels. linearity or geometry tests are not I

individuals as long as the instrucinrs are Re5Ponse. The Commission agrees appropriate for an instrument, the tests
knowledgeable about the subject areas. with the comment. The final are not required.

~
|
l

The regulatory text has been revised to amendment willbe modified to delete (2) Comment. Does the term " unit |
indicate that although the licensee may the phrase "over the range of its use." dosage" include a vial that contains
delegate these tasks to other qualified (2) Comment. Linearity tests for a multiple dosages?
individuals. the licensee retains the dose calibrator should cover the range Response. A unit dosage can be either
responsibility for instructing workers. from the highest patient dosage to the a pre. filled syringe or a vial that

flowever, the requirement for lowest patient dosage that will be contains a prescribed dosage for a
periodically reviewing tbc work of administered by a. 'icensee. The lowest patient or a human research subject.
supervised individuals remains with the dosage could be in i. Plicurie quantities Thus, a vial containing multiple dosages
supervising authorized nuclear for many licensees. Ti us. it is not is not a unit dosage.

!
l
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(3) Comment. In some cases,it may Response. See response to comment 1 existing regulations, the Commission
not be practical to order an exact unit (1) of section 32.72(a)(2). has recognized AOBR in $$ 35.910,
dosage before the administration to a (2) Comment. Section 35.100 should 35.920,35.940,35.950, and 35.960,but
patient or human research subject. For be modified to allow a medical use not in S 35.300.
example, the size of a brain cyst is licensee to obtain a radioactive drug Response. Following receipt of this
determined during surgery and a procise only for research purposes from those comment, the Commission requested
dosage cannot be prescribedpefore the Part 33 licensees who are authorized to additiont.1information from AOBR
operation. manufacture and distributo radioactive concerning training and certification

Response. In this example, an drugs to be used only for research criteria for therapeutic use of unsealed
estimated unit dosage must first be experiments. byproduct material. A!!er reviewing
ordered from the nuclear pharmacy. Response.The Commission currently supporting documents provided by the
After the physician authorized user Permits a Part 23 licensee to distribute, AOBR, the Commission has determined
determines the precise dosage needed on a limited basis, radioactive drugs to that the certification of AOBRis

- for the individual, the licensee may use be used only for research experiments equivalent to the certification of
either volume or weight to draw the through license amendment approvals American Board of Radiology (ABR).
precise dosage from the vial. De use of on a case-by-case basis. As discussed in Therefore, recognition of certification by
volume or weight for drawing a smaller the response to comments on to CFR AOBR has been added in S 35.930 of
dosage from a vial containing an 32.72(a)(2) Part 33 licensees seeking * this final rule for certification granted
estimated dosage is atx:eptable because thy authority must first obtain a license after 1984 because all candidates

a'nendment and receive an . certified by AOBR since 1984 will meetthat vial contains only the estimated i

dosage for one individual. Thust even if authorization for limited distribution the NRC's training requirements.
an error is made, the maximuid error Pursuant to Part 32. Therefore, it is not

Section 35.972 Recentness of Training
would be !!mited to the estimated necessary to modify $ 35.100 because it
dosage. will allow medical use licensees to Comment. There were several

(4) Comment. When drawing a dosage receive radioactive drugs from a Part 33 comments concerning whether the
from a vial containing multiple dosages. licensee authorized for limited mcentness of training should be 5 years
a licensee should be allowed to distribution. as in the existing regulations, or 7 years

as in the proposed rule. Somedetermine the dosage by using volume ~ Section 35.910 Training for Uptake, commenters favored 5 years and statedand a measurement relative to some Dilution, and Excretion Studies
standard. that the clinical practice changes

Response. Relative measurement of Comment. One commenter stated that rapidly, thus,5 years is more
the alpha- or beta-activity of a the proposed amendment to this section appropriate. Other commenters
radioactive drug could be inaccurate for would impose severe restrictions on supported 7 years and stated that 5

basic human research. The commenter years would be burdensome and woulda variety of reasons, including
further stated that researchers who not ensure superior training.inconsistent placement of the vial in the

Instrument's chamber. Without specific desire approval to administer . Response.The training required in
details of the procedure for this relative radioisotopes for one or two basic Part 35 concerns radiation safety
measurement, the accuracy of the studies in humans and who are not principles and practices for the
measurement is unknown.Therefore, preparing to become nuclear medicine protection of public health and safety.

P ysicians, will not meet these strict These radiation safety principles andhthe proposed method of using volume
and a measurement relative to some enteria. practices are not expected to change

standard cannot be generically accepted. Response. Under the NRC's existing rapidly with time.Therefore, the
flowever,if a medical use licensee regulatory framework, administering - Commission is adopting 7 years becauso

would like to propose a specific set of byproduct material to a patient or a this will not reduce the level of
procedures for a relative measurement human research subject must be.done by radiation pmtection provided to
of a particular isotope that would a physician authorized user or by an workers and the public but will reduce
provide acceptable accuracy, the individual under the supervision of a , the regulatory burden imposed on
licensee may apply for a license physic 4an authorized user. The use of licensees.
amendment on a case-by-case basis. the term " patient or human research

Section 35.980 Trau. .ung for,
.

subject" in this section is to clarify that.
Section 35.53 Measurement of Dosages if a researcher intends to conduct basic Authorized Nuclear Pharmacist
of Unsealed Hyproduct Material for studies using human subjects involving nere were several comments"
Medical Use byproduct material,it is necessary to pertaining to this section.These

There were some comments have a physician authorized user comments and the NRC's responses are
concerning measurements of dosages. provide supervision so that the summarized below.
'Ihose comments and NRC's responses researcher may administer byproduct (t) Comment.The requirement for a i

have been discussed under 5 35.52. material to human research subjects. preceptor sniement is unnecessary and
. This is an existing regulatory position is irrele < ant to the mission of the NRC.

Section 35.100 Use of Unsealed and it has not been changed by this Many ?ully qualified nuclear
Ilyproduct Matenal for Uptake * miemaking. pharrr.acists would be excluded from
Dilution.and Excretion

.. being an authorized nuclear pharmacist ,

Section 35.930 Trainmg for by this administrative requirement. IThere were several comments
< oncerning this section. These Therapeutic Use of Unscaled ilyproduct Response. The written certification ,

Materialcomments and the NRC's responses are from a preceptor is a necessary part of |
aliscussed below. Comment. D~ i mmnenter stated that the training and experience criteria. 1

(1) Cominent. The NRC shouhl the wrtificati . by the American Even though an individual has l

e untinue to permit medical use Osteopathic board of Radiology (AOUR) completed the required 700 hours of the 1

Ucensees to share a nuclear pharmarv should be rc< onnired in all applicable structured educational program. it is |

:thout reqmring a Part 3? hrense wrlions in 10 WR Part 35 Under the still um criain as to whether this j,

|
|
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individual is capable of independently (0) Comment. It appears that the NRC on training and experien if Florida,

operating a nuclear phannacy.The desires to make " authorized nuclear limused nuclear pharmacists currently

preceptor's statement is needed to pharmacist" status available only to meet either (1) or (ii), they could qualify

ensure that this individual has achieved those pharmacists who are engaged in as authorized nuclear pharmv-ints. If

the competency to do so, active clinical practice settings. nis they do not meet either (i) or (11), they

With respect to a nuclear pharmadst status should be also available to would need either more tralning or

who na currently qualified to be an qualified nucloar pharmacists working experiena, or a preceptor's statement to

authorized nuclear pharmacist, a new in facilities other than clinical practice qualify. ncrefore, there is no benefit to

section ($ 35.981) has been added to settings, such as in the research adding a third alternative to 10 CFR

sddress this issue.
laboratories or academic settings. 35.980.

(2) Comment.It appears that the Re8Ponse. An authorized nuclear For "grandfathering** an experienced
,

proposed rule is leaning towards board pharmacist who meets the training nuclear phannadst, a new section

certification as the only available requirements as specified in $ 35.980 ($ 35.981) has been added to the final

aveue open to a nuclear pharmadst should be competent to independently rule.%is section specifies that an

destdng to be recognized as an Operate a nuclear pharmacy regardless experienced pharmacist will be given

authorized nuclear pharmacist in the of the setting. When there is a need for authorized nuclear pharmacist status if
an auemrized nuclear pharmacist the individuah

near future. outside the clinical setting. qualified (ilis a licensod pharmacist,
Response.There are other available individuals in researth laboratones or (ii)1s cunently workingin a nuclear

avenues for a qualified individual to be academic settings may also be pharmacy, and
recognized as an authorized nuclear

,

(tilllias completed a structured
pharmacist. Other avenues include:(l$ designated as authorized nuclear,educational program as specified in

|

Meeting the training criteria and pharmacists.
(7) Comment. Authorized nuclear $ 35.980(bl(1).

obtaining a preceptor stdtoment from an pharmacist status should be available to A Florida licensed nuclear phannacist |

authorized nuclear harmacast; or (ii) those individuals who have practiced who is currently working in a nuclear
' radiopharmacy for a long time but who pharmacy could satisfy the first two

s specifl in 5.98 o t is f a le are not licensed pharmacists. cnteria, llowever, the comment letter
(3) Comment.Whether an individual Response.The Commission believes did'not provide any information

is quallflod as an authorized nuclear that an individual should not practice regarding whether this individual meets
pharmacist should be based on hannecy unless this individualis the third criterion.%erefore, such a
education and training, not justimsod [icensed as a pharmacist by a Btato. nuclear pharmacist could qualify'as an
on BPS certification. Thus, an authorized nuclear pharmacist authorized nuclear pharmacist if that,

i

Response. The Commission agrees must be a limnsed pharmacist as individual has completed a structured
that quali!Ication as an authorized required by $$ 35.980 and 35.961. educational program that equals or
nuclear phannacist should be based on llowever, an expe fenced individual exceeds the requirements of
training and experience. This final rule (e.g., a nuclear chemist) may continue to $ 35.980(b)(1).
provides several ways,includmg BPS . work in a nuclear pharmacy under the

Section 35.981 Tram. ing for ,certification, to achieve authorized supervision of an authorized nuclear Fxperienced Nuclear Pharmacistsnuclear pharmacist status, all of which pharmacist or a physician authorized
include a minimum level of training and Comment.This section was not !i usor.
experience ne various ways to achieve (8) Cominent.The Florida State Board. included in the proposed rule, but has

'

this status are provided in SS 35.980 and of Pharmacy issues nuclear pharmacists been added to the final rule in response
35.981. a separate limnse based on a review of to numerous comments.ne comments .

(4) Comment. It is imperative that the individuara qualification by its suggested that the NRC should provide I

training programs be monitored by Nuclear Pharmacy Committee. a mechanism for "grandfathering" i

appmpriate independent oversight Additionally,it requires a mandatory qualified nuclear pharmacists who are |

processes (e g., American Council on 12-hours per annum of continuing cunently working in hospital. based |
Pharmaceutical Education in the case of education in a specific range of topic nuclbar pharmacies,similar to the 1

pharmacy). areas pertinent to nuclear pharmacy mechanism proposed for 1

Response.The Comanission agaces practice, With this type of licensi9g "grandfathering" qualified individuals |

that it could be useful for a training review pmcess already in place, how who are currently working in i
.

program to be monitored by an would the NRC consider applying this commercial nuclear phannacies.
independent oversight group. In towards its " limited grandfathering" Response.The Commission agrees
addition, the Commission encourages process for granting " authorized nuclear with these comments because the
voluntary oversight by an independent pharmacist" status to Florida nuclear "grandfathering" provisions should i

group such as a professional association. pharmacists? Would the Commission apply regardless of whether a qualified j

llowever, given the oversight roles of consider this established Florida nuclear pharmacist is currently working ;

the preceptor and the Radiation Safety process for pharmacists as carrying in a commercial nuclear pharmacy or a
Committee, the Commission does not sufficient weight which might serve as hospital. based nuclear pharmacy. |
see a need to incorporate such a a third alternative to its proposed Therefore. this section has been added .

requirement. language in to CFR 35.980? to the final nde. '

I

(5) Comrnent.lf an authorized nuclear Response. Section 35.980 specifics . .

pharmacist decides not to seek that a pharmacist could be qualified as
recertification as a Board Certified an authorized nuclear pharmacist in two his section discusses those
Nuctoar Pharmacist, would the ways: (i) Through BPS certification; or provisions of the final rule in which the

individuallose the authorized nuclear (ii) through a structured educational proposed ru!o languago has been

phannacist status 7 program and a preceptor's statement. modified. These modifications are either |

Response. Seo response to comment Because qualification as an authorized based on public comments or tho

(11 of 5 32.72(bl. nuclear phanuacist depends primarily Commission's identified need to modify , |

4
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or clarify the rule language. Provisions final rule.nis change is needed rule without having first been included !
in which the final rule language remains because the Commission believes that in the proposed rule.

'

the same as the proposed rule language "grandfathering" is only appropriate for Recordable event.The existing
will not be discussed in this section. those qualified nuclear pharmacists who regulatory text of paragraph (5) of this

,

Referring to section V entitled " Text of are " authorized users" on or befom the definition of" recordable event"
Final Regulations"may expedite the publication date of this final rule. contains the same word structure as
reader's understanding of this (6) The proposed S 32.72(b)(3), which Paragraph (4)(iii) of the definition of
discussion. requires licensees to provide certain misadministration (discussed above). To

Section 32.72 Mariufacture documents, has been redesignated as ensure that there is no ambiguity as to
Preparation, or Tmnsferfor Commercial 5 32.72(b)(5). The final rule text in this the meaning of this provision,it has
Distribution ofRadioactive Drugs Paragraph has been modified to include been reworded and the key phrase in
Containing Byproduct Materialfor several editorial changes, including: the rule language has been changed

Medical Use Under to CFR Part 35 (i) Replacing the phrase "the from "15 percent greater than to * 15
individual's board certification, the percent or more." Because this better

Section 32.72(a)(4) license, or the permit" by the phrase expresses the intent of the existing rule
This paragraph contains one "each individual's certification)y the and is a minor administrative

modification of the proposed rule Board of Pharmaceutical Specialties, the correction, the Commission believes
language. The phrase "one labelis Commission or Agreement State license, that it can be incorporated in this final

rule without having first been includedacceptable to NRC provided that it )4 or the permit issued by a licensee bfin the proposed rule.e broad scope";contains all of the information which
NRC re ed at the (ii) Replacing the phrase "within 30 Visitmg authorized user. During the
end of tluires" has been ad(hisdays of the date" by the phrase "no later pubhc comment period, thee last sentence of't
paragraph.nis phrase has been added than 30 days after the date"; and mm ss ea of n

to clarify that this rule allows licensees (iii) Adding " pursuant to paragraphs ,

to use one label if that label contains all (b)(2)(i) or (b)(2)(lii)" to indicate that a 1s no 1 nger necessary because 5 35.27,
.

g;gth
, as g d ser in wthe information specified in this section. notification is not required by paragraph

,use a cense amendment
Section 32.72(b) deleted. Therefort this definition is" *

being removed from the final rule.
'

He proposed rule language has been
Section J5.2moditied to clarify the intent of this - Definitions

Section 35.6 Provisions for Research
section. These modifications are Authorized nuclearpharmacist. Involvingifuman Subjects
discussed below. During the public comment period, the This section contains one(1) The phrase "a licensee described Commission became aware that the
by paragraph (a)(2)(iii) or (iv) of this word " currently"is unnecessary in the modification of the proposed rule

section" has been moved from proposed propesed phrase " Authorized nuclear language. The pluase "in accordance

S 32.72(b)(1) to the introductory phrase pharmacist means a pharmacist who is: with the meanin|; of these tenns as
defined and described in the Federalof $ 32.72(b) to clarify that this phrase (1) Current! board certified as a nuclear Policy for the Protection of Iluman

ap(plies throughout paragraph (b).
pharmacist y " Therefore, the

2) The final rule text of S 32.72(b)(1) word, " currently," has been removed in Subjects" has been added at ths end of
the last sentence of this section.Thisis essentially the same as the proposed the final rule.

. phrase has been added to explicitly state(b)(1) except that the reference to the 'Misodmmistration. During the public that the terms " informed consent" and
definition of" authorized nuclear comment penod, the Commission
pharmacist"in Part 35 has been moved became aware of the need to clarify "!RB approval" have the same meaning

ascribed to those terms in the Federal
~

to paragraph (b)(2) paragraph (4)(iii) of this definition. The Policy for the Protection ofIluman
(3) A new $ 35.72(b)(2) has been existing rule language "When the Subjects'added to the final rule to make clear that calculated weekly administered dose is

there are three different ways that an 30 percent greater than the weekly Section 35.12 License Required
individual may qualify as an authorized prescribed dose," if interpreted literally, There is no change between the final
nuclear pharmacist. means that a misadministration has rule language and the proposed rule

(4) A new S 35.72(b)(3) has been occurred only when the calculated language. Ilowever, licensees are
added to the final rule to make clear that weekly administered dose is exactly 30 reminded that if a licensee intends to
the actions authorized in $ 32.72(b)(1) percent greater than the weekly increase its possession limit for any
and (2) are permitted in spite of more prescribed dose. The Commission byproduct material isotope or add any
restrictive language in existing license intended for this definition to cover new byproduct material isotopes, the
conditions and to avoid the need for incidents in which there is a difference licensee must first obtain a licensemany license amendments in order to of 30 percent ormore between the amendment.
implement the Commission's intentions. calculated weekly administered dose

(5) The proposed S 32.72(b)(2), which and the weekly prescribed dose. To Section 35.13 License Amendmentss-
provided criteria for "grandfathering" ensure that there is no ambiguity as to There is no change betweerr the final *
qualified Part 32 " authorized users " the meaning of this provision,it has rule language andthe proposed' rule ,

has been redesignated as S 32.72(b)(4). been reworded and the key phrase in languege in thissection. Ilowever, the
Also, the proposed rule specified that a the rule language has been changed - - purpeseof this discussion is to remind
phannacist may be " grandfathered" if from "30 percent greater than" to "30 medical use licensees who are not
the individualis identified on a percent or more." Because this better medical institutions that, pursuant to
Commission license as an " authorized expresses the intent of the existing rule paragraphs (b)(1) through (b)(4) of this
user" on or before the " effective date" and is a minor administrative section, they must review the necessary
of the rule; this cutoff date has been coirection, the Commission believes credentials and approve or disapprove
change I to the publication date of the that it can be incorporated in this final any indisidnal who is to work as an

|
|
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. nothorized user or authorized nuclear and AOBNM have been added to this Physicians and Surgeons of Canada has
-

2*d pharmacist. In a medical institution, section of the final rule. been added to this section of the final
g

'"I'-this review and approval must be Section 35.910 Truiningfor Uptole.
*

j performed by its Radiation Safety Dilution, and Excretion Studies Section 35.981 Trainingfors

Committee (see S 35.22(b)(2)(11)). Experienced Nuc! car Pharmacistsection 35.920 Training kr Imaging
Section 35.u Notificat on and localization Studies This section was not included in the

This section contains two editorial One additional board certification has proposed rule,but has been added to'

the final rule in response to numerouschanges: (1) the phrase "within 30 days been recognized in both sections of the comments.This section has been
,

'O of the date" has been replaced by the final rule. Patterned aller the provisions in to CFR
phrase "no later than 30 days after the As discussed in the previous section.
date." and (2) the phrase "the license, the Commission became aware of the

Part 32 for"grandfathering" an*
"audmrized user."r the permit" has been replamd by need to recognize certification by

"the Cornmission or Agreement state AOBNM. Therefore, the certification by To " grandfather" an experienced5 ,

license,or the permit issued by a AODNM has been added to both nuclear pharmacist, the licensee needs,

limnsee of broad scope." sections of the final rule. to apply for a limnse amendment*3*
identifying that individual as an

Section 35.25 Supervision Section 35.930 Trainingfor authorized nuclear pharmacist.The
al There is a modification to the

Theropeutic Use of Unsealed Byproduct licensee must receive the license
Material amendment before allowing thated proposed rule in this section.%e

Two additional board certificaiions individual to work as an authorizedproposed rule stated that the g

supervising authorized nuclear b have been recognized in this section of nuclear pharmacist.e ,

pharmacist or physicianyuthorized user the final rule. A licensee seeking to " grandfather" a

must instruct the workers The final rule A comment stated that certification by nuclear pharmacist must ensure that the3d

allows the instruction to be delegated to the American Osteopathic Board of individual has completed a structuredion

other qualified individuals. This change hadiology (AODR) should be recognized educational program as specified in7*

is based on public comments requesting in all applicable sections of 10 CFR Part S 35.980(b)(1) on or before (the date of
that the instruction of workers be done 35. Under the existing regulations. the publication in the Federal Register) and
by the supervising individuals as well Commission has recognized AOBR is currently working as a nuclear

as by other qualified individuals. certification in $$ 35.910. 35.920 pharmacist. Ilowever, the individual
5 llowever, the requirement for 35.940. 35.950 and 35.960, does not need a preceptor statement

periodially reviewing the work of Following receipt of this comment. ($ 35.980(b)(2)) and the individual's
supervised individuals remains with the the Commission requested addition.1 training. specified above, does not need

supervising authorized nuclear information from AOBR concqrning io be within 7 years preceding the dato

pharmacist or physician authorized training and certification criteria for of application ($ 35.972).
therapeutic use of unsealed byproduct Agreement State Compatibilityuser.
'matenal. After reviewing supporting

Section J5.50 Possession. Usr. documents provided by the American There wem numerous pubh,c
Calibrofion, and Checks of Dose Osteopathic College of Radiology comments concerning compatibility.

>f Calibrators (AOCR) the Commission has
The commenters offered a wide range of

There is an editorial chango in this determined that AOBR certification is . opinions, from those recommending no

d section. The phrase in the proposed rule equivalent to certification by the compatibility to those favoring identicalate

"over the range of its use between American Board of Radiology (ABR). requirements between Agreement States

.
and " has been replawd Therefore. recognition of certification by and the NRC. These comments andng

by "over a range from to AOBR has been added in S 35.930 of NRC's responses will be discussed at the"

this final rule for certification granted end of this section.
Section 35.900 Iladiation Sofety

after 1984 because all candidates Af\ct considering the comments, the
@cn

-

Comfhission has determined that thecertified by AOBR since 1984 will meet
il Two additional board certifications the NRC's t;aining requirements. 3 compatibility levels for the final rule

have been recognized in this section of During the public comment perfod. should remain the same as the proposed

the final rule. the Commission also became aware of rule. All definitions contained in SS 30.4'

During the public comment period. the need to recognize in S 35.930 and 35.2 that are established or

the Commission became aware of the certification by the Royal College of modified by this rulemaking are

need to recognize certifications by the Physicians and Surgeons of Canada. Division 1 levels of compatibility. These

American Osteopathic Board of Nuclear This is in addition to the recognition definitions must be the same for all NRC

Medicine (AODNM) and the American reflected in $$ 35.900. 35.910. and and Agreement State licensees so that

Osteopathic Board of Radiology (AOBR). 35.920 of the proposed rule. A letter national consistency can be maintained.

A letter dated August 16.1990. from dated June 3.1992. from John E. Glenn Additionally. $$ 32.72. 35.6.

Richard E. Cunningharn (Director. (Chief. Medical. Academic and 35.22(b)(2) 35.25,35.50. 35.52. 35 53, , ,

p Division ofIndustrial and Medical Commercial Use Safety Branch. Division 35.920. 35.972. 35.980. and 35.981 am
Nuclear Safety. NRC) to Paul J. Chase of Industrial and Medical Nuclear Division 2 levels of compatibility

(Chairman. AOBR and Vice President. Safety.NRC) l'o Gilles D. Ilurteau of the because requirements at least this
,

AODNM). stated that the NRC intended Royal College of Physicians and stringent are necessary to ensure

to include certifications of (t) AOBR in Surgeons of Canada, stated that adequato protection of the public heahh
% 35.900, and (2) AODNM in Mi 3Hoo. certification by the latter is acceptable and safety. The Agreement States will

t5.9tu and 35 920 in the next for approval. among othe r things, as an be allmved to establish requirements
Y i..mndment to 10 CFR Part 35 authorized user in 5 35.300. Therefore. that am more stringent than the NRC's

J
i borefon . the ocrtifications by AOHR < ertificalion by the Royal Colk ge of requirements, but not less tringent.

!

|
1
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. It would be appropriate for Agreement Commission expects that the existing Response. In the proposed rule, the
States to adopt the remaining sections of compatibility determinations will be NRC did not state that the reason for the
these revisions to Part 35 in this reviewed in light of the new policy. proposed compatibility levels was due
rulemaking, but it is not necessary to (2) Comment.There is an increasing to interstate commerce implications. As
require any degree of compatibility tendency of NRC to use the term " safety stated earlier, the justifications for
between NRC and the States. Therefore, significance" In justifying the NRC's compatibility are as follows. All

. a Division 3 level of compatibility is position on compatibility definitions contained in $5 30.4 andappropriate for these sections. determination. But the question is, 35.2 that are established or modified by
The Commission is currently "How much significance?" this rulemaking are Division 1 levels of

developing a new policy on Agreement Response. Under the existing policy compatibility. These definitions must be
State compatibility. This development the Commission considers the safety the same for all NRC and Agreement
willincludeinvolvement of the significance of a particular requirement, State licensees so that national
Agreement States and the general i.e., whether it is necessary to ensure consistency can be maintained. Also,
public. At the conclusion of this effort, adequate protection of the public health cc-tain specific sections are Division 2
the Commission willimplement and safety,in determining whether it levels of compatibility because
guidance on the application of adequacy should be an item of Agreement State requirements at least this stringent are
and compatibility and in light of the compatibility. Ifit is necessary to ensure necessary to ensure adequate protection
new guidance will reassess the existing adequate protection, the requirement of the public health and safety.
compatibility levels, will, at a minimum, be Division 2 level (5) comment.The proposed rule

The Commir,sion expects Agreement ipf compatibility. In addition,if the stated that all definitions in $5 30.4 andStates to adopt rules required to squirement is both necessary for 35.2 would be Division 1 levels of
maintain compatibility withio 3 years adequate protection and clear ' compatibility. This would include
after NRC's rules become effVctive. communication, it will be a Division 1 definitions in S 30.4 that do not relate to!!owever, the States may elect to level of compatibility. Using these medical uses and should not be affected
implement on a temporary basis the criteria, the Commission has made the by this rulemaking.
requirements contained in this final rule findings on compatibility described Response. The language in the
through license conditions prior to above. The basic objective of these preamble for the proposed rule in' tended
promulgation of the rule necessary for fm' dings is to ensure that the public to indicate that all definitions in SS 30.4compatibility. In the preamble of the - receives adequate radiation protection and 35.2 that are established or
notice of the proposed rule, the during medical procedures without modified by this rulemaking would be
Commission stated that some undue interference in the practices of Division 1 levels of compatibility.
Agreement States. faced with phannacy and medicine.The Levels of compatibility for other
administrative and resource constraints, relationship between compatibility and definitions in existing $$ 30.4 and 35.2
may find the 3-year time period difficult health and safety will be clarified in the that are not modified in this rulemaking
to attain and may prefer that NRC new policy on Agreement State will remain unchanged. The language in
extend flexibility in such cases to allow compatibility. this preamble has been modified to
the States to implement the (3) Comment.'Some commenters. clarify this point.
requirements through license suggested that Agreement States' (6) Comment. Based on the State
conditions. In the same notice, the requirements should be identical to Agreements Program Procedure B.7. all
Commission mquested public comment NRC's requirements. Other commenters Part 35 items categorized in that
on permitting Agreement States suggested that a high degree of procedure are Division 3.
flexibility in this regard, and if consistency between Agreement States Response. Before the quality
permitted. under what conditions. and the NRC on medical rules is not management program and

The NRC did not receive any necessary, misadministration rulemaking became
comments on implementing Response. The Commission believes efrective, all sections in Part 35 were
requirements through license in some cases, that it is necessary for Division 3 levels of compatibility.
conditions. Under current policy, the Agreement States' regulations to be However, following that amendment (56
Agreement States have the flexibility to essentially verbatim, i.e., identical, to FR 34104: July 25,1991), the levels of
implement the requirements contained NRC regulations. In other cases, it is compatibility for Part 35 were modified
in this final rule on a temporary basis necessary for the Agreement States to as follows: The definitions associated
through license conditions, until they adopt the provisions in a consisterit with the quality management rule and
adopt compatible rules. In addition, this although not identical form. As misadministrations in S 35.2 became
issue will be addressed in the discussed above in the response to Division 1 levels of compatibility;
developmerit of a new policy statement comment (2), the Commission has SS 35.32 and 35.33 became Division 2
on adequacy and compatibility. determined which provisions of this levels of compatibility; S 35.8 became a .

There were numerous comments rule are a Division 1 level of Division 4 level of compatibility; and all
related to Agreement State . compatibility. Except for definitions other sections of Part 35 remained
compatibility. These comments and the which are a Division 1 level of Division 3 levels of compatibility.
NRC's responses 'are summarized below. compatibility, all other provisions of (7) Comrnent. The proposed rule

(1) Comment. It is inappropriate for this final rule are either Division 2 or 3 stated that Agreement States are
the NRC to use the existing policy for levels of compatibility. Thus, for this expected to adopt rules required to
compatibility determinations regarding final rule, uniformity is not required maintain compatibility within 3 years.
this ruiemaking because the NRC is between Agreement States and the NRC Agreement States should be able to
currently considering a new policy. for all provisions. adopt this rulemaking in a shorter time.

Response. The Commission must use (4) Comment. Medical facilities are Response. Some Agreement States
the existing policy for compatibility essentially fixed facilities with little or may need less time to adopt certain
determinations regarding all no implications for interstate commerce. parts of this rulemaking. Other
rolemakings until the new policy Where is the justification for the NRC's Agreement States may need the full 3
becomentfet tisc. At that time. the position? s ear., to adopt the rule because of

,
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* constraints on resources. Therefore, the prepare radioactive drugs containing Regulatory Flexibility Certification !

.[g Commission retains the 3 year period byproduct material. It is expected that As required by the Regulatory
f r adopting this rule. In reevaluating its there will be no increase in radiation Flexibility Act of 1980,5 U.S.C. 605(b),.As compatibility policy, the Commission is exposure to the public or to the the Commission certifies that this rule,

considering whether the time can be environment beyond the exposures will not have a significant economic
shortened when demonstrable health currently resulting from delivering the impact on a substantial number of small '

and safety considerations require it, byproduct material or radiation from entities.This rule affects medical use
(8) Comment.What would happen if byproduct material to patients or human licensees including some private

,

g
an Agreement State fails to adopt research subjects. The environmental ractim physicians. Some of these

ficensees would be considered small
g

requirements that are items of assessment and finding of no significant
compatibility 7 impact on which this determination is entitles under the NRC's size standards

Response. During the periodic review based is available for inspection at the (56 FR 56671; November 6,1991). The
rogram, the NRC Public Document Room,2120 L

of the Agreement State's hether the State Street NW. (Lower Level). Washington,
,*

arnendments provide greater discretion
2 NRC would determine w i T P ysician authorized users to useh

meets the compatibility requirements. If DC. Single copies of the environmental
YP u ae n e ract

j? not, the State would be notified that its assessment and the finding of no ,

program must be compatible with the significant impact are available from ncmpmak inde regulations b
NRC's requirements, and using current Anthony N. Tse (see FOR FURTHER n a te nu
Procedures a finding of compatibility for INFORMATION CONTACT heading). 9nd

Papemwk Reduction Act Statement pharmacists greater discretion to
ekYu a fa$1u no et dit

or unjustifled, could lead to thPoss of- This final rule amends information Prepare (including compound)

the State's status as an Agreerr ert State. collection requirements that are subject radioactive drugs containing byproduct'I
matenal for medical use.This rule isted (9) Comment. Creating a Diddan 1 or to the Paperwork Reduction Act of 1980

Division 2 level of compatibility for - (44 U.S.C. 3501 et seq). These expected to reduce regulatory burdens

ded pads of this mle may cause conflict requimments were approved by the on medical use licensees, including

with State boards of pharmacy sad Office of Management and Budget, small entitles. No pubhc comments

medicine' approval numbers 3150-0001 and 3150- were received related to the regulatory0.4
0010 for amendments to 10 CFR Parts 32 flexibility certification associated with

Response.The provisions contained the proposed rule.
in this rulemaking that te uire a- and 35, respectively, blic burden for

*

Division 1 or Division 2 level of The reduction in pu Backfit Analysis
this collection ofinformation iscompatibility are necessary to provide estimated to be a savings of 408 hours The Commission has determined that.2

ing an adequate level of protection of ublic per year for 300 NRC licensees, or an the backfit rule,10 CFR 50.109, does not

l . !n d i i n he ki sion is average 1.4 hours per year per' licensee, apply to this amendment because this'"
including the tirne for reviewing amendment does not involve any

not aware of anY cor flicts between these instructions, searching existing data provisions which would impose backfits
provisions and the requirements of State sources, gathering and maintaining the as defined in 10 CFR 50.109(a)(1).

ill boards of pharmacy and medicme. data needed. and completing and Therefore, a backfit analysis is not

IV. Administrative Statements reviewing the collection of information. required for this amendment.
Send comments regarding this burden . List of SubjectsFinding of No Significont

Environmentalimpact: Availability **'I"*'.e or any other aspect of this 10 CFR Pad 30collection of information, including
" t The Commission has determined suggestions for reducing this burden, to Byproduct material, Criminal

| under the National Environmental the Information and Records penalties, Government contracts,
Policy Act of 1969, as amended, and the Management Branch (T-6 F33), U.S. Intergovernmental relations. Isotopes,

,50 Commission's regulations in Subpart A Nuclear Regulatory Commission. Nuclear materials, Radiation protection,
of to CFR Part 51, that this final Washington, DC 20555, and to the Desk Reporting and recordkeeping

:d amendment is not a majar Federal Officer, Office of Information and , requirements.
action significantly affecting the quality Regulatory Affairs, NEOB-10202, \ 10 UR Pod 32l of the human environment,and (3150-0001. -0010, and -0120) Office of
therefore an environmentalimpact Management and Budget. Washington, DyProduct material, Criminal
statement is not required. The final DC 20503. Penalties Labeling Nuclear materials,

.
Radiation protection Reportingandamendment provides greater flexibility

for physician authorized users to use Regulatory Analysis recordkeeping requirements.a
all byproduct material in the practice of The Commission has prepared a final'

10 UR Pad 35
medicine.The final amendment will regulatory analysis on this regulation.
also incorporate into the regulations the The analysis examines the benefits and Byproduct material, Criminal

concept of authorized nuclear i.mpacts considered by the Commission. penalties. Drugs,liealth facilities,
pharmacists to permit properly qualified No public comments were received on 11ealth professions. Medical devices,

pharmacists to prepare radioactive the draft regulatory analysis associated Nuclear materials. Occupational safety

drugs containing byproduct material in with the proposed mle. The final and health, Radiation protection,

the practice of pharmacy. regulatory analysis is available for Reporting and recordkeeping
The final rule will allow physician inspection at the NRC Public Document requirements.

authorized users greater discretion to Room at 2120 L Street NW. (Lower For the reasons set out in the
prepare and use radioactive drugs Level). Washington, DC. Single copies of preamble and under the authority of the
containing byproduct material.The final the draft analysis are available from atomic Energy Act of 1954, as amended,

rule will also allow authorized nuclear Anthony N. Tse (see FOR FURTHER the Energy Reorganization Act of 1974,

pharmacists greater discretion to INFORMATION CONTACT heading). as amended, and 5 U.S C. 552 and 553, j'

i
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the Commission is adopting the PART 32-SPECIFIC DOMESTIC the shielding provided by the packaging
following amendments to 10 CFR Parts LICENSES TO MANUFACTURE OR to show it is appropriate for the safe
30,32, and 35. TRANSFER CERTAIN ITEMS handling and storage of the radioactise

druh's b{abel is affixed to each amtainer
medical use licensees;and. CONTAINING BYPRODUCT MATERIALV. Text of Final Regulations (43

au a n or Part 32'
PART 30-RULES OF GENERAL of a radioactive drug to be transfened

c ntinues to med as follows- for commercial distribution. The labelAPPLICABILITYTO DOMESTIC
LICENSING OF BYPRODUCT Authority: Secs. at,1st,182.183,68 Stat. must include the name of the

'48 '5'''54' as amended (42 U.S.C radioactive drug or its abbreviation,
835'1, 220 s, 2232, 22331: sec. 201, as Stat.MATERIAL
211 quantity of radioactivity, and date and

1.The authority citation for Part 30 1242, as anwnded (42 U.S.c 5s411 time of assay. For radioactive drugs with
continues to read as follows: 6. In $ 32.8, paragraphs (b) and (c) are a hlf life greater than 100 days the time

Antherity: Secs. 81,82,161,182,183,186, mvised to read as follows: of assay may be omitted. In addition, the
68 Stat. 935,948,953,954,955, as amended, aM for Os syringe or Sydnge T85ation
sec. 234.43 Stat. 444, as amended (42 U.S.C $ 32.8 infonwaen conectk n shield must also contain the clinical
2111,2112,2.201,2232,2233,2236,2282); requirenwnts: N appeed procedure ta be performed or the

* * * * *secs. 201, as amended. 202, 286,88 Stat. patient's or the human research
1242, as a;nended,1244,1246 (42 U.S.C (b) The approved information,, | subject's name. Furthermore, the label,
5841,5842,5846). 4pollection requirements contained in or the leaflet or brochure that

Section 30.7 also issued under Pub. L 95- this part appear in $$ 32.12,3714, accompanies the radioactive drug, must
601, sec.10,92 Stat. 2951 as amended by 32.15,32.16,32.17,32.18,32.19,32.20, contain a statement that the U.S.Pub. L 102-486, Sec. 2902, too Istat. 3123, 32.22,32.23,32.25,32.26,32.27,32.29, Nuclear Regulatory Commission hasI4 '

sa ' Stat 32.51, 3 2.51a, 32.52, 32.53, 32.54, 32.55, approved distribution of the byproductund e e 2
U.S.C 22341. Section 30.61 also issued under 32.56,32.57,32.58,32.61,32.62,32.70, material to persons licensed to use
sec.187,68 Stat.955 (42 U.S.C 2237). 32.71,32.72, and 32.74. byproduct material pursuant to 10 CFR

(c) This part contains information 35.100, 35.200, or 35.300, as
2. In $ 30.4, the definitw, n of medicol collection requirements in addition to appropriate, and to persons who hold anuse is revised to read as follows: / those approved under the control equivalent license issund by an

$ 30.4 Dettnitions. number specified in paragraph (a) of Agreement State. The Commission's
this section. These information labeling requirements are independent. . . . .

Medical use means the m. tentional collection requirements and the control of requirements of the U.S. Food and
internal or external administration of numbers under which they are Drug Administration (FDA); one labelis
byproduct matenal or the radiation apfiroved are as follows; acceptable to NRC provided that it

t) In $ 32.11, NRC Form 313 is contains all of the information whichtherefrom to patients or human research
subjects under the supervision of an approved under control number 3150- NRCr ires.

0120. (b) A consee described by paragraphauthorized user as defined in 10 CFR
7.Section 32.72 is revised to read as (a)(2)(iii) or (iv) of this section:Part 35. follows: ( t) May prepare radioactive drugs fdr

* * * * *
medical use, as defined in 10 CFR 35.2,

3. In $ 30.8, paragraphs (b) and (c) are $ 32.72 Manufacture, prepara#on, or provided that the radioactive drug is
revised to read as follows: transfer for commeclai Nn of

IireI)ared b citheran authorizedY
radioactive drogo containing ' Fart 35. nuclear pharmacist, as specified in

m jet
maternal ser moolcal mee imosIr$ 30.8 information cotiection

requirements: OM8 approvan. (a) An application for a specific h"cti i di d I e
license to manufacture, prepare, or* * * * *

*

(b)ne approved information transfer for conunercial distribution supervision cf an authorized nuclear
pharmacist as specified in'10 CFR 35.25.collection requirements contained in radioactive drugs contameng byproduct (2) May Miow a pharmacist to work as

this part appearin 55 30.9,30.11,30.15, material for use by persons authorized an authorized nuclear pharmacist if:30.19,30.20,30.32,30.34,30.35,30.36, pursuant to Part 35 of this chapter will (i) This individual qualifica asi
30.37,30.38,30.41,30.50,30.51,30.55, be approved if: authorized nuclear pharmacist as
and Appendix A. (1) The applicant satisfies the general defined in to CFR 35.2,

(c) This ptrt contains information requirements spmified in t o CFR 30.33; (ii) This individual meets the
collection requirements in addition to (2) The applicant submits evidence requirements specified in 10 CFR
those approved under the control that the applicant is at least one of the 35.980(b) and 35.972 and the hcensee
number specified in paragraph (a) of following: has received an approved bcense
this section. These information (i) Registered or licensed with the amendment identifying this individual
collection requirements and the control U.S. Food and Drug Administration as an authorized nuclear pharmacist, or
numbers under which they are (FDA) as a drug manufacturer 1 (iii) This' individual is designated as
approved are as follows: (ii) Registered or licensed with a state an authorized nuclear pharmacist in

(1) In 55 30.32. 30.37. and 30.38. NRC agency as a drug manufacturer: accordance with paragraph (b)(3)of this
Form 313 is approved under control (iii) Licensed as a pharmacy by a State section.

.

number 3150-0120. Iloard of Pharmacy; or (3) The actions authorized in
~

(2)In S 30.36. NRC Form 314 is (iv) Operating as a nuclear pharmacy paragraphs (b)(1) and (b)(2) of this
approved under control numler 3150- within a Federal medicalInstitution. section are permitted in spite of more
0028. (3) The applicant submits information restrictive language in license

on the radionuclide: the chemical and conditions.-

$ 30.34 [ Amen $cd] physical form; the maximum activity (4) May dmignate a pharmacist (as
4. Scotion 30 34 it amended by per s ial, stringe. gcr.cratnr. or other defined in 10 UR 35 2) as an

removing pmpapn D)in ik enturts a nutainer of the radica( tim drug: and .mthonced mn icar pharmacist if the

_ _ _ _ _ . --
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, individual is identified as of (the date of 11. In 6 35.2. the definition of visiting (i) Involving the wrong patient or

ging ; publication in the Federal Register) as
authorized useris removed; the human research subject,or wrong*

an '' authorized user ** on a nuclear definitions of authorized nuclear treatment site; or

ivs pharmacy license issued by the pharmacist and pharmacist are added;
, . . . . .

'

Commission under this part. and the definitions of authorized user, (4) . . .
f

(5) Shall provide to the Commission medical use, misadministmfion- (i) Involving the wrong patient or
daer

,

d a copy of each individual's certification paragraphs (t)(i). (2)(1), (3)(i), (4)(i), human research subject, wrong mode of

sel by the Board of Pharmaceutical (4)(iii), (5)(i). (6)(i), and (6)(ii). treatment, or wrong treatment site;

| Specialties, the Commission or recordable event-paragraph (5), and ' .. . . .

Agreement State license, or the permit written directive-0.a introductory text. (iii) When the calculated weekly' '

Issued by a licensee of broad scope, and are revised to read as follows: administered dose exceeds the weeklynd |
with a copy of the state pharmacy licensure prescribed dose by 30 percent or more

5352 Dermmons,

time or registration, no later than 30 days of the weekly prescribed dose; or
, . . . .

i, the after the date that the licensee allows, * * * * *

tion pursuant to paragraphs (b)(2)(i) and Authorized nuclear pharmacist means
(5)

,,

I i,b)(2)(lii) of this section, the individual a pharmacist who is: -(i) Involving the wrong patient or
to work as an authorized nuclear (1) Board certified as a nuclear human research subject, wrong

P armacist by the Board of radioisotope, or wrong treatment siteh
pharmacist. -

ci, (c) A licensee shall possess and use ~ PharmaceuticalSpecialties; (excluding, for permanent implants,
instrumentation to measure the -(2) Identified as an authorized nuclear seeds that were implanted in the correct
radioactivity of radioactive drugs. Thp pharmacist on a Commission of site but migrated outside the treatmentuss
licensee shall have procedures for us4 of' Agreement State license that authorizes site);
the instrumentation. Tl e licensee shall the use of byproduct materialin die

l * * * * *

act measure, by direct mealurement or by practice of nuclear pharmacy; or

combination of measurements and (3) Identified as an autnorized nuclear. (6) * * *
P armacist on a permit issued by a (i) Involving the wrong patient orh

TR calculations, the amount of radioactivity
in dosages of alpha , beta , or photon. . Commission or Agrerment State specific human research subject, wrong

licensee of broad scope that is radiopharmaceutical, wrong route of
d an emitting radioactive drugs prior to authorized to pertuit the use of administration, or when the

transfer for commercial distribution. In byproduct mater',al in the practice of administered dosage differs from the
addition, the licensee shall:

(1) Perform tests before initial use, nucicar pharmrcy. prescribed dosage; andr

I periodically, and-following repair, on Authorized usermeans a physician, (ii) When the dose to the patient ornt

each instrument for accuracy, linearity, . dentist, or pe,diatrist who is:
human research subject exceeds 5 rems

(1) Daard certified by at least one of effective dose equivalent or 50 rems?!is '

and geometry dependence, as ~ the board', listed in Paragraph (a) of do' e equivalent to any individusl organ.r s
appropriate for the use of the . . . . .

instrument;and make adjustments $$ 35.9 t'J. 35.920. 35.930. 35.940i

35.950, or 35.960; Pharmacist means an individual
'

sph when necessary; and
(2) Check each instrument for

(2) identified as an authorized user on licensed by a State or Territory of the

fdir constancy and proper operation at the a Commission or Agmement State United Statch, the District of Columbia,
license that authorizes the medical use or the Commonwealth of Puerto Rico tobeginning of each day of use.. 2, ,

' (d) Nothing in this section relieves the of byproduct materiah or practice pharmacy.a

f
licensee from complyingwith (3) Identified as an authorized user o'n . . . . .

applicable FDA, other Federal, and State a permit issued by a Commission or Recordoble event means the
requirements governing radioactive Agreement Stato specific licensee of administration of:

( drugs. broad scope that is authonzed to permit,

, , , , ,

the medical use of byproduct material. (5) A teletherapy radiation dose when
$ 32.73 (Removed]25 the lculateil weekly administered

5 os' 8. Section 32.73 is removed.
. Medical use means the intentional d exceeds the weekly prescribed

9. In $ 32.303, paragraph (b) .is revised internal or external administration of dose by 15 percent or more of the
to read as follows: byproduct material or the radiat$pn

therefrom to patients or human research ',
y pmscribed dose; or

$ 32.303 criminal penattles. ,.

subjects u der the supervision of an IVritten directive means an order in I
. . . .. .

authonze user.(b)The regulations in Part 32 that are g gg
not issued under subsections 161b,1611 f research subject, dated and signed by an* * * *

or 1810 for the purposes of section 223 Misodmam,stmtion means the authorized user prior to the,

are as follows: $$ 32.1. 32.2,32.8. 32.11. administration of: administration of a radiopharmaceutical
d 32.14,32.17,32.18,32.22,32.23,32.24, (1) or radiation,except as specified in
or 32.26,32.27,32.28,32.51,32.53,32.57.. . (i) Involving the wrong patient or paragraph (0) of this definition

32.61,32.71. 32.74,32.301, and 32 303. human research subject. or wrong containing the following infonnation:,
1

radiopharmaceutical; or * * * * * '

,is PART 35-MEDICAL USE OF 12. Section 35.G is added to read as |. . . . .

BYPRODUCT MATERIAL (2) * * * I"II "8 |
10.The authority citation for Part 33 (ilInvolving the wrong patient or'

continues to read as follows:
human research subject. wronS 6 35.6 Provisions for research involving

E armaccu&ah or wmng muW d Nman Wects.I*

admuu. tration;or A licensoc may conduct researchAuthority: Secs. 81,161,182.183. 68 StJt. s
tus.948.953. 954, as amended (42 U.S C involving human subjects using* * * * * ,

2 n t. 2201,2232. 2233); sec. 201, as Stat. ' byproduct material provided that the J
12c. as amended (42 U.S.C 58411 (3) * * *

- -- -

. - - . --. ~
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research is conducted, funded, S35.12 Appucationforlicense, 19. Section 35.15 is added to read as
supported, or regulated by another amendment, or renewal follows:

*

Federal Agency which has haplemented * * * * *

the Federal Policy for the Protection of (e) An applicant that satisfies the S 35.15 Exemptions regardingType A
fluman Subjects. Otherwise, a licensco requirements specified in 10 CFR 33.13 specific licenses of broad scope.

shall apply for and receive approval of may apply for a Type A specific license A licensee possessing a Type A
a specific amendment to its NRC license of broad scope. 5Pecific license of broad scope for
before conducting such research. Both 17. In S 35.13, paragraph (b) is revised medical use is exempt from the
types oflicensees shall, at a minimum, to read as follows: following:
obtain informed consent from the (a) The provisions of S 35.13(b);

5 sits ucmeets. (b) The provisions of 5 35.13(e)human subjects and obtain prior review
and approval of the research activities regarding additions to or changes in the* * * * *

by an " Institutional Review Board" in (b) Before it permits anyone to work areas of use only at the addresses
accordance with the meaning of these as an authorized user or authorized specified in.the license;
terms as defined and descnbed in the nuclear pharmacist under the license, (c) The provisions of 5 35.14(a);and
Federal Policy for the Protection of except an individualwho is: (d) The provisions of 5 35.14(b)(1) for
iluman Subjects. (1) An authorized user certified by the an authorized user or an authe:imi

13. Section 35.7 is added to read as rganizations specified in paragraph (a) nuclear pharmacist.
gnggg,,, of 5 35.910,35.920,35.930,35.940, 20. In S 35.22, paragraph (b)(2)is

^'
p.950, or 35.960; revised to read as follows:

i
'ce(2) An authorized nuc! car pharmacist

93567 FDA. ether Federal, and State 6

rtified by the organization specified in S3122 Radladon W Commenee.requirements.
* * * * *

Nothing in this part relieves the paragraph (a) of S 35.980;
licensee from complying with (3) Ident1Ged as an authorized user or (b) * * *
applicable FDA, other Federal, and State an authorized nuclear pharmacast on a (2)(i) Review, on the basis of safety

requirements governing radioactive Commission or Agreement State license and with regard to the traming and
drugs or devices. that authorizes the use of byproduct experience standards in Subpart J of th,si

materialin rnedicaluse or in the part, and approve or disappmve any14. In S 35.8, paragraph (b) is revised
to read as follows: practice of nuclear pharmacy. mdividual who is to be listed as an -

respectively; or authorized user, an authorized nuc! car
$318 information conection (4) Identified as an authorized user or pharmacist, the Radiation Safety Officer,
requirements: oua approvat an authorized nuclear pharmacist on a or a teletherapy physicist before

permit issued by a Commission or submitting a license application or* * * * *

(b)The approved information Agreement State speciSc licensee of request for amendment or renewaf;or
collection requireraents contained in broad scope that is authorized to permit (ii) Review, pursuant to 5 35.13 (b)(t)
this part appear in SS 35.6. 35.12. 35.13, the use of byproduct material in medical through (b)(4), on the basis of the board
35.14,35.21.35.22,35.23,35.29.35.31, use or in the practice of nuclear certification, the license, or the permit
35.50,35.51.35.52,35.53,35.59,35.60, pharmacy, respectively. identifying an individual, and approve

or disapprove any individual prior to.'35.61,35.70,35.80,35.92,35.204 * * * .

35.205,35.310,35.315,35.404.35.406, 18. Section 35.14 is revised to rud as allowing that individual to work as an
35.410,35.415,35.606,35.610.35.015 follows: authorized user or authorized nuclear

hP armacist:35.630.35.632,35.634,35.636,35.641.
9 14 cadons. . . . . .35.643, 35.645, 35.647, 35.980, and

'35.981. (a) A licenses shall provide to the 21, la S 35.25, paragraph (b)is
Commission a copy of the board redesignated as paragraph (c) and a new. . . . .

certification,the Commission or paragraph (b)is added to read as15 In 5 35.11. ragraph (a)is revised
and paragraph (chs added to read as Agreement State license, or the permit follows.
ggjg *5 issued by a licensee of broad scope for

cach individualno laterthan 30 days 5 35.25 supervision.'

$ 35.11 Ucense resp 6eed, after the date that the licensee permits * * * * *

the individual to work as an authorized (b) A licensee that permits the -

(a) A person shall.not manufacture'
user r an authorized nuclear preparation of byproduct material forproduce acquire, receive, possess, usc
P armacist pursuant to S 35.13 (b)(1) medical use by an Individual under thehof transfer byproduct material for

medical use except in accordance with through (b)(4), supervision of.an authorized nuclear

a spedfic licmse issued by the N ^ licensee shall notify the pharmacist or physician who is an -

Commission or an Agreement State, or Commiss on by letter no later than 30 authonzed user, as allowed by.

as allowed in paragraph (b) or (c) of this da{l} An uthorized user,an authorized
sa

( ) Inst ct t esu rvised individual
nuclear pharmacist, Radiation Safety in the preparation o ypmduct material. , , , ,

Officer, or teletherapy physicist for medical use and the principles of
(c) An individual may prepare permanently discontinues performance and procedures for radiation safety and

unsealed byproduct material for medical of duties under the license or has a in the licensee's written quality
use Irv accordance with the regulations name change; or rnana;;ctnent program, as appropriate to
m tlus chapter under the supervision of (2) The hcensee's mailing address that individual's use of bypmduct
an authonzed nuclear pharmaast or changes. material;
authorized user as provided in S 35.25 (c) The licensee shall mail the (2) Require'the supervised individu.d
unless pmhibited by license condition. documents required in this section to to ftdlow the instructions given

16. In 5 35.12, parar;raph (c) is added ihe appropriate address identified in pur.u.mt to paragraph (b)(1) ofIhis
to read as follows: % 30 6 of this chapter, we eo,a and to comply with the 3
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[ regulations of this chapter and license hours after its discovery, unless the 535A9 Supplicts for se aled sources oras
devices for medical use.

I conditions; and referring physician personally informs
(3) Require the supervising authorized ' the hamsoe either that be willinform A licensoc may use for medical use

;

nuclear phannacist or physician who is b patient or the human research only:
an authorized user to periodically subject or that, based on medical (a) Scaled sources or devices
review the work of the supervised judgment, telling the patient or the manufactured. labeled packaged,and
individual as it peres to preparing human research subject would be distributed in accordance with a limnse
byproduct mater'al for medical use and harmful to the patient or the human issued pursuant to to CFR Part 30 and

i

the records he; 6 au ;&d that work. researth subject. 'lle licensee is not 10 CFR 32.74 or the equivalent

required to notify the patierst or the requiressents of an Agreement State; or* * * * *

thi human research subject without first to) Teletherapy sources manufactured

53s27 (nenmd) consulting the referring physician. If the and distributed in accordance with a
22. Section 35.27 is removed. referring physician or the patient or the lianse issued pursuant to to CFR Part
23. In $ 35.32. paragmphs (aH2) and human research subject cannot be 30 or the equivalent requirements of an

d
to, (b)(1)(1) are revised to read as follows- reached within 24 hours.tbe licensee Agreement Statec

5 35.32 Quality management program. shall notify the patient or the human 26. In $ 35.50, pamgraphs (a).,(b)(3).
research subject as soon ss possible and (e)(2) through (e)(4) tre revised to

read as follows:...

2 That. prior to each administration, thereafter. The licensee may not delay
the patient's or human research any appropriate medical care for the 5 35.50 Poswssl% use, calibrak and

patient or the human rese trch subject. check of dose cattbrators.
subject's identity is verifxxi by more N including any necessary rt medial care (a) A licensee shall possesa and use athan one method as the individual ' as a result of the misadmudstration, dose calibrator to meesere the activity ofnamcd in the written directive:
. . . . .tt because of any delay in notification. dosages of phumitting

(b) * * * (4)If the patient or b human radionuclides prior to administration to

his O)*** reseed ,ubject was notified. the each patient or human research sub;ect
li) A representative sample of patient licensee shall also furnish, within 15 (b) * * *

and human research subject days after discovery of the (3) Test each dose calibrator for
administrations, misadministration, a written report to linearity upon installation and at least

er*
. the patient or the human research quarterly thereafter over a range fromr

* * * * *

24. In 6 35.33,paragrapie (a)(2) (al(3). sulvet by sending either: the highest dosage that willbe
administered to a patient or human(a)(4),(b). and (c) are revised to read as (i) A copy of the report that was research subject to 1.1 megabecquerelsfollws- submitted to the NRC; or (30 microcuries); and

II $ 35.33 Noutications. reports, and records (ii) A brief description of both th.
~

e . . . . .

d of misadministratiorrs. event and the consequences as they may gc) . . .
(a) * * * . affect the patient or the human research (2) For paragraph (bX2) of this section.

,

(2) The licensee shall submit a written sub}ect, provided a statement is the model and serial number of the dose
,

report to the appropriate NRC Regional mcluded that the report submitted to calibrator. the model and serial number
Office listed in 10 CFR 30.6 within 15 the NRC can be obtained from the of each source used, the identity of the
days after discovery of the licemee- . radionuclide contained in the source
misadministratwn. The wn,tten report (b) Each licensee shall retain a record and its activity, the date of the test,the
must include the licensee s name; the of each misadministratien for five years. results of the test,and the identity of the i

prescribing physician s name; a_brief The record must contain the names of individual performing the test.
descnption of the event; why the event all individuals involved (including the (3) For paragraph (b)(3) of this sec.*vn. i*

occurred; the effect on the patient or the prescribing physician, allied health the model and serial number of the dose
human research subject; what personnel, the patient or the human calibrator, the calculated activities, the i

improvements are needed to preent research subject. and the patient's or measulut activities, the date of the test.
recurrence; actions taken to prevent human research subject's referring , and the Identity of the individual
recurrence; whether the hcertsee physician), the patient's or the humbn perf.orming the test.
notified the patient or the human . research subject's social security (4) For paragraph (b)(4) di this section.
research subject or the patient's or the number or 1.ientification number if one the model and serial number of the dose, human research subject's responsible has bron assigned, a brief description of calibrator, the configuration of the
relative or guardian (this individual will the misadministration. why it occurred. source measured, the activity measured
subsequently be referred to as **the the effect on the patient or the human for each volume measured, the date of
patient or hurnan research subject"). research subject. what improvements the test, and the identity of the
and if not, why not, and if the patient are needed to prevent recurrence, and individual performing the test.;
or'the human research subject was the actions taken to prevent recurrence. 27. Section 35.52 is added to read as

4 notified what information was provided r
gggi"5-

j(c) Aside from the notificatm.ato that individual. The report must not
include the patient's or the human requirement, nothmg m this section $ 35.52 Possession.use. calibration, and I

research subject's name or other affects any rights or duties of licensees check of instruments to measure dosages
and phys,ctans m relation to each other. of alpha or betaemitting radbnuclides.h

information that could lead to patients, or human research subjects ( ' (a) This section does not apply to unitidentification of the patient or the the patient,s or the human research dosages of alph+ or beta- emittinghuman research subject,
(3) The licensee shall notify the sub>oct s responsible relative or radionuclides that are obtained from a

referring physician and also notify the guardian). manufacturer or preparer licensed

patient or the human n-search subject of 25. Section 35.49 is revised to read as pursuant to 10 CFR 32.72 or equivalent
| the misadministration no later than 24 follows- Ap,reement State requirements.

f
_

_ _ _ _m _
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(b) For other than unit dosages (c) A licensee shall require each (b) Prepared by an authorized nuclear
obtained pursuant to paragraph (a) of individual who prepares a phannacIst, a physician who is an
als section, a licenses shall possess and radiopharmaceutical kit to use a syringe authorized user and who meets the
use instrumentation to measure the radiation shield when preparing the kit requirements specified in $ 35.920, or an
rafloactivity of alpha- or beta-emitting and shall require each individual to use individual under the supervision of
radionuclides. The licensee shall have a syringe radiation shield when either as specified in S 35.25,
procedures for use of the administering a radiopharmaceutical by 33. Section 35.300 is revised to read
ins'sumentation. The licensee shall injection unless the use of the shield is as follows:
nuesure, by direct measurement or by contraindicated for that patient or
combination of measurements and human research subject. I YP*dj
calculations, the amount of radioactivity 30. Section 35.75 is revised to read as metodaHw Uwrapeuuc administrauon.
In dosages of alpha- or beta-emitting follows: A licensee may use for therapeutic -

d clid pri dm administration any unsealed byproductI " ""a patient or burn rose s bject **[*#i*l pMPared for medical use that isr su aIn addition, the licensee shall: radiopharmaceuticals or permanent
(a) Obtained from a manufacturer or
,.

(1) Perform tests before initial use, implants.
periodically, and following re (a) A licensee may not authorize

preparer licensed pursuant to 10 CFR
each instrument for accuracy, pair, onlinearity,

release from confinement for mestical
32.72 or equivalent Agreement State

rehutrements; orand geome de ndence,as
f\ care anybattent or human research ) Prepamd by an authorized nuclearappropriate ori e use of the subject a anistered a

radionharmaceutical until either:
pharmacist, a physician who is aninstrument; and make adjustments '

when necessary; and ,tt (1)'The measured dose rate from the authorized user and who meets the
(2) Check each instruzhent for patient or the human rewarch subject is re uirements specified in $ 35320, or an

constancy and pro r operation at the less than 5 millirems per hour at a in ividual under the supervision of
beginning of each < ay of use. distance of 1 meter; or either as specified in $ 35.25.

34* In $ 35'310' the introductor[ text
28. In 5 35.53, the section heading and (2)The activity in the atient or the

paragraphs (a) (b), (c)(2), and (c)(3) are human research subject [s less than 30[ "g','f5 P '*

revised as follows: millicuries, vi f s-
'

(b) A licensee may not authorize $ 35 310 Sat *ty instruction,
unae ed ypbYn a laiYor releam imm confinemmt for medicale leas (a) A licensee shall provide radiation
use. care of any patient or human research safety instruction for all personnel

subject administemd a pennanent
implant until the measund dose rate caring for the patient or the human. . . . .

(a) Measure the activity of each research subject receiving
dosa e of a photon-emitting imru the patient or the hmnan research radiopharmaceutical therapy and

han 5 rnillirems per hour hospitalized for compliance with*"
radionuclide prior to medical use. -

(b) Measure, by direct measurement or * * d$c$lon 35.1Yois revised to readS 35.75 of this chapter. To satisfy this
* t

3t,
by combination of measurements and ,, follows: reparnant, de instruction nust
calculations, the activity of each dosage describe the licensee a procedures for:
of an alpha- or a beta emitting 5 35.100 Use of unsealed t>yproduct (1) Patient or human research subject
radionuclide prior to medical use, material for uptake, dilution, and escretion ' control;
except for unit dosages obtained from a 8'*"**- * * * * *

.

manufacturer or preparer licensed A licenwe may use for uptake, (5) Notification of the Radiation ,
i

'

pursuant to to CFR 32.72 or equivalent dilution, or excretion studies any Safety Officer in case of the patient's or

Ag(mement State requirements;
unsealed byproduct material prepared the human research subject's death or

c) * * . for medical use that is either: medical emergency.
(2) Patient's or human research (a) Obtained from a manufacturer or . . . . .

subject's name, and identification preparer licensed pursuant to 10 CFR 35. In $ 35.315 the introductory text
number if one has been assigned; 32.72 or equivalent Agreement State of paragraph (a), and paragraphs (a)(2),

(3) Prescribed dosage and activity of '"3uirements: or (a)(3), (a)(5), (a)(ti), (a)(7), and (b) are
the dosage at the time of measurement, trJ Prepared by an authorized nuclear

revised to read as follows:
or a notation that the total activity is P'>armacist, a physician who is an
less than 1.1 megabecquerels (30 authorized user and who meets the $ 35.315 Satety precautions.
microcuries); 5'luiremmts specifwd in 5 35320 or an (a) For each patient or human

individual under the supervision of research subject receiving, , , , ,

29. In 5 35.60, paragra hs (b) and (c) either as sfsocified in $ 35.25. radiopharmaceutical therapy and
32. Sect on 35.200 is revised to madare revised to read as fol ows. hospitalized for compliance with** I"Il "5: $ 35.75 of this chapter, a licensee shall:

$ 35.60 Syringe shields and labels. $ 35.200 Use of unsealed byproduct * * * * *
* * * * *

material for imaging and locaHration (2) Post the patient's or the human
(b) To identify its contents, a licensee studies. research subject's door with a

shall conspicuously label cach syringe A licensee may use for imaging and '' Radioactive Materials ** sign and note
or syringe radiation shield that contains localization studies any unsealed on the door or in the patient's or human
a syringe with a radiopharmaceutical. byproduct material prepared for snedical research subject's chart where and how
We label must show the use that is either: long visitors snay stay in the patient's or
radiopharmaceutical name or its (a) Obtained from a manufactuar or the human research subject's room;
abbreviation, the c!!nical procedure to preparer licensed pursuant to 10 CFR (3) Authorire visits by individuals
be performed, or the patient's or the 3232 or equivalent Agreement State under age in only on a case by caso
human rewarch subject's name requirements; or basin mth the approval of the

.

___.__ _ .._ _ ._ ____ _ . _ _____ _ _ .
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authorind user after consultation with 37. In 5 35.406, paragraphs (a), (b), 5 35.415 satsty precautions.*

the Radiation Safety Officer; and (c) are revised to read as follows: (a) For each patient or humanaudear
**O ""W *N EN* * * * *

h1 S35.40s nrachytherapy sourcesinventory. therapy, a limnsee shalb .
(5) Either monitor material and iterus (a) Promptly af er removing them (1) Not quarter the patient or thet

f removed from the patient's or the imm a patient m a human mseamh human research subject in the same
human research subject's room to Su W 8 h a n8 " Sh*ll "tu m room with an individual who is not

d determine that their radioactivity cannot brachytherapy sources to the storage wceiving radiation therapy unless the
be distinguished fmm the natural area, and count the number returned to licensee can demonstrate complianco>

background radiation level with a ensure that all sources taken from the with the requirements of 6 20.105(b) or,r

et ' radiation detection survey instrument storage area have been returned. for licensees implementing the.
set on its most sensitive scale and with M A Hana dian make a recmd of provisions of SS 20.1001-20.2401,

"-
utic no interposed shielding, or handle them prachytherapy source use which mustthrough $ 20.1301(a) of this chapter at a
roduct as radioactive waste. include: distanm of 1 meter from the implant;
i thit is (6) Provide the patient or the human (1)The names of Om individuals (2) Post the patient's or human

research subject with radiation safety penn tied toliande tb saras; rmarch subject's door with a
utdance that will help to keep (2) The number and activity of .. Radioactive Wterials" sign and noteer or

fadiation dose to household merubersCFR reinned imm stmage.the on the door or in the patient's or human*
"",s a the human mscamhata and the public as low as reasonably padent research subject's chart where and how

achievable before authorizing release of subject,s name and mom pumber, the long visitors may stay in the patient's oruclear the patient or the human research time and date they were removed.from human msearch subbct's room-,
stwage, the number and activity of the (3) Authorize visits by individuals"

( ) Survey the patient's or the human s urms in stwage after the remad, ami under age 18 only on a case-by-case-e
), or an

"i'sub ect'# $n ! {" t the initials of the individual who basis with the approval of theof ry facility fo b mm"' *N mm MM880 auOmrized use after consultation with
contamination with a radiation the Radiation Safety Offimr; and"" * *

r int detection survey nstrument before sources returned to storage, the patient.i s
3)(3) assigning another patient or human or the human research subject's name D) Prwide the patient or the human.

g *S, research subject to the room. The room and room number, the time and date research subject with radiation safety
-

must not be reassigned until removable they were returned to storage, the guidance that wul help to keepc ntamination is less than 200 number and activity of sources in radiatson dose to household membersadon
g disintegrations per minute per 100 storage aRer the return, and the initials and the public as low as reasonably

square centimeters; and of the individual wbo returned the actu,evable before releasmg tha,
. . . . .

individualif the individual was
(b) A limnsee shall notify the (c)I e ae aber implanting administered a permanent implant.

Radiation Safety Officer immediately if sources in a patient or a human research I
his the patient or the human research subject the licensee shall make a Radia S YO acer me intel ifY

subject dies or has a rnedical emergency. radiation survey of the patient or the the patient or the human research
for: 36. Section 35.404 is revised to read human researdi subject and the area of subject dies or has a medical emergency.
bject os follows: use to confinn that no sources have 40. In S 35.610. paragraph (a)(1) is

been misplaced.The licensee shall revised to read as follows:9 35.404 Release of patients or human a d &d seY.research subjects treated with temporary $ 35.610 Safety nnstruction.* * * * *

impiants.-

38. In S 35.410, the introductory text (a) * * *" (a) Immediately after removing the
last temporary implant source from a of paragraph (a), and paragraphs (a)(3) (1) The proadure to be followed to'"

and (a)(5) are revised to read as follows: ensure that only the patient or the
patien' or a human rescarth subject, the human research subject is in the
licensee shall male a radiation survey of g 35,4to s,,ety instruction. treatident room before turning thetext the patient or the human research I" "'""""*"F* * primary beam of radiation on to begin42), subject with a radiation detection tY n" CU "' 80 , a treatment ur after a door interlockiT8 8d " 58
survey instrument to confirm that all , personrmi caring fm the patient m gm" 'interruption:
sources have been removed.The human research subject undergoing . . . . .

licensee may not release frorn implant therapy. To satisfy this E I" S.3ms, paragraphs (d)(3) andconfinement for medical care a patient requirement. the instruc' tion must (c) are revised t read as follows:or a human research subject treated by describe:
temporary implant until all sources 35 615 Safety precautions.* * * * *

have been removed. p g , ,. , , ,

(b) A licenseo shall retain a record of di @ e d* yIa.all: **

patient or human research subject (3) A radiation monitor must be* * * * *

surveys for three years. Eada record
must include the date of the survey, the (5) Procedums for notification of the diecked with a dedicated check sourco-"

' name of the patient or the human Radiation Safety Officer if the patient or for proper operation each day before the

research subject, the dose rate imm the the human research subject dies or has teletherapy unit is used for treatment ol*
patient or the human research subject a medical emergency. patients or human researds subjects."""

* * * * *

'.**"# expressed as millirem per hour and
* * * * *

measural at 1 meter from the patient or 39. In S 35.415. the introductory text (c) A licensee shall construct or equip

.
the human research subject.the survey of paragraph (a). arrd paragraphs (a)(1), each teletherapy room to permit

instrument used, and the initials of the (a)(2),(a)(3),(a)(5) and [b) are revised to continuous observation of the patient or*

adividual who made the survey read as follows: the human research subject from the

.

- - - -
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teletherapy unit console during (3) Diagnostic radiology or radiology (1) Radiology, diagnostic radiology,irradiation. by the American Osteopathic Board of therapeutic radiology, or radiation
42. In $ 35.900, paragraphs (a)(4) and Radiology; oncology by the American Board of

(a)(5) are revised and paragraphs (a)[6) (4) Nuclear medicine by the Royal Radiology;through (a)(9) are added to read as College of Physicia is and Surgeons of (2) Nuclear medicine by the Americanfollows: Canada;or Board of Nuclear Medicine;
$ 35.900 Radiation Safety Officer. P

N r d e u ar med e; (4)i uclear medicine the Royal* * * * *

(a) , , , College of Physicians an Surgeons ofor

(4) American Board of Science in (b) * * * Canada;or
(2) * * * * * * * *

of hIrmaceutical ulating and safely preparing 48. In $ 35.960, paragraphs (a)(1) anda '

Patient or human research subject (b)(3)(iii) are revised to read as follows:Sp(ecialties in Nuclear Pharma 71 d sages
:

6) American Board of Medic
$ 35.960 Training ior teletherapy.Physics in radiation oncolop physics;

, , ,

(7) Royal College of Physicians and (3) * * * . . . . .

g,,,Surgeons ofCanada in nuclear (i) Examining patients or human . (1) Radiology, thera
or radiation oncology beutic radiology,

medicine; research subjects and reviewing their
y the American(8) American Osteopathic Board of case histories to determine their"

Radiology; or suitability for radioisotope diagnosis, Board of Radiology;
(9) American Osteopathic Board of g' limitations, or contraindications;, , , , ,

Nuclear Medicine; or g g,,,. * * * a

(3) * * ** * * * *
(iii) Administering dosages to patients (iii) Calculating the teletherapy doses43. In 5 35.910, paragraph (a)(3) is or human research subjects and using and collaborating with the authorizedrevised, paragraphs (a)(4) and (a)(5) are syringe radiation shields;

added, and paragraphs (b)(2)(i), user in the review of patients' or human
* * * * *

(b)(2)(iii), and (b)(2)(v) are revised to research subjects' progress and
read as follows: (v) Patient or human research subject consideration of the need to modify

followup; or odginally prescribed doses as warranted, . ,

$ 35.910 Training for uptake, dilution, and by patients' or human research subjects'. . . . .

excretion studies. 45. In $ 35.930, the section heading , reaction to radiation; and
and paragraphs (a)(1) and (a)(2) are. . . . . * * * * *

(a) * * * revised and paragraphs (a)(3) and (a)(4) 49. In $ 35.961, paragraph (b)is
(3) Diagnostic radiology or radiology are added to read as follows: redesignated as paragraph (c) and a new

by the American Osteopathic Board of
8Y- $35.930 Training for therapeutic use of {aragraph (b)is added to read asRadiol Ilows

(4) Nucl' ear medicine by the Royal unsealed t>yproduct materialc
$ 35.961 Training for teletherapy physicist.College of Physicians and Surgeons of

. . . . .

,,, , , , , ,

(5 A erican Osteopathic Board of 1) The American Board of Nuclear (b)Is certified by the American Board
Nuclear Medicine in nuclear medicine; Medicine; of Medical Physics in radiation

(2)The American Board of Radiology oncology physics; oror
(b) * * * in radiology, therapeutic radiology, or * * * * *

(2) * * * radiation oncology; 50. Etion 35.972 is revised to read
(i) Examining patients or human (3) Nuclear medicine by the Royal as follows:

research subjects and reviewing their College of Physicians and Surgeons of
case histories to determine their Canada;or $ 35.972 Recentnessof training.,

suitability for radioisotope diagnosis, (4) The American Osteopathic Board
.

and specaje a
limitations, or contraindications; of Radiology after 1984; or . st v g,

within the 7 yean preceding the date of
application or the individual must have(iii) Administering dosages to patients 46. In $ 35.940, paragraph (a)(1) is

or human research subjects and using revised to read as follows: had related continuing education and
syringe radiation shields; experience since the required training

$35.940 Training for use of brachytherapy and experience was completed.
sources. 51. Section 35.980 is added to read as(v) Patient or human research subject follows:followup; or . . . . .

(a) * * * $ 35.980 Training for an authorized nuclear
. . . . .

44. In $ 35.920, paragraphs (a)(2) and (1) Radiology, therapeutic radiology, pharmacist.
(a)(3) are revised, paragraphs (a)(4) and r radiation oncology by the American The licensee shall require the
(a)(5) are added, and paragraphs Board of Radiology; authorized nuclear pharmacist to be a
lb)(2)(iii), (b)(3)(i), (b)(3)(iii), and * * * * * h

P (armacist who:(b)(3)(v) are revised to read as follows: 47. In $ 35.950, paragraphs (a)(1) and a) IIas current board certificatiori as
(a)(2) are revised and paragraph (a)(4)is a nuclear pharmacist by the Board of

$ 35.920 Training for imaging and added to read as follows: Pharmaceutical Specialties, orincalization studies. '

(b)(1)!!as completed 700 hours in a. . . . . $ 35.950 Training for use of sealed structured educational program(a) . . . sources for diagnosis. consisting of both:
(2) Diagnostic radiology by the (i) Didactic training in the following

* * * * *

American Board of Radiology; (a) * * * areas: I
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(A) Radiation physics and 35.12,35.15,35.18,35.19,35.57,35.100, FOR FURTHER INFORMATION CONTACT: Jano

instrumentation; 35.600,35.901,35.970,35.971,35.990, Jensen Gell or Kyung Cho-Miller, Staff'D

"r (B) Radiation protection: 35.991, and 35.999. Attorneys, Division of Consumer and* -

(C) Mathematics pertaining to the use Dated at Rockville, Maryland, this 25th day Community Affairs, Board of Governors
and measurement of radioactivity; of November,1994. of the Federal Reserve System,

(D) Chemistry of byproduct material For the Nuclear Regulatory Commission. Washington, DC 20551, at (202) 452-
2412 or (202) 452-3667. For the hearingfor medical use; and klm C. H@

'Y11 (E) Radiation biology; and impaired only, contact Dorothea
ens of (ii) Supervised experience in a actit's Secretary of de Comm. . Thompson, Telecommunications Devicesson.

nuclear pharmacy involving the [FR Doc. 94-29525 Filed 12-1-94; 8:45 aml for the Deaf (TDD), at (202) 452-3544.
emo com mmfollowing: SUPPLEMENTARY INFORMATION:

1)and (A) Shipping, receiving, and
llows: performing related radiation surveys; 1. Rackground

(B) Using and performing checks for FEDERAL. RESERVE SYSTEM The Board's Regulation E implements
proper operation of dose calibrators, the Electmnic Fund Transfer Act
survey meters, and,if appropriate, 12 CFR Part 205 (EITA).The EITA provides a basic |
ins a u 10 alpha- or

ilogy, [Reguistion E; Docket No. R-OB59] framework establishing the rights, ;
liabilities, and responsibilities of9 '

ncan 1 1 d fI Electronic Fund Transfers participants in electronic fund transferges f r p ienIs or
'

umanpr ng
Board of Governors of tl[e 'I ' "

research subjects;
(D) Using administrative controls to b ' AGENCY: Federal Reserve System.[cyu nsic in t at r ugh an

gg avoid mistakes in the adrqinistration of ACTION: Interim rule with request for automated teller machine ( ATM), point-
b ma I

ized comments. or. sale terminal, automated
clearinghouse, telephone bill-paymentnaman minimize contamination and using SUMMARY:The Board is publishing an system, or home banking program. ;

proper decontamination procedures; interim rule amending Regulation E Regulation E establishes restrictions on .

I and (Eketronic Fund Transfers). The the unsolicited issuance of ATM cards#""H (2)lias obtained written certification, amendment eliminates the requirement and other access devices; uiresbjects signed by a preceptor authorized.- that an electronic terminal receipt disclosure of terms and con itions of an
nuclear phannacist, that the above disclose a number or code that uniquely EFT service; calls for documentation of
training has been satisfactorily identifies the consumer, the consumer's

EFT u inal ts d
completed and that the individual has account, or the access device. This
achieved alevel of competency requirement currently poses a , . [ imitations on consumer liabi ity for

,

sufficient to independently operate a sigmficant security nsk for consumers unauthorized transfers; and establishes

nuclear pharmacy.52. Section 35.981 is added to read as ihformation accessible to cnmm,akingprocedures for error resolution. i
and financialinstitutions by m

als thatysicist.
follows: they then use to withdraw funds from II. Summary of Amendment . ,

nsum " ""
35 T ining for experienced nuclear ' gg 9d in ed e t iat d e es the " C"**"# " #ILloard

*l#[requirement for a unique identification .
A licensee may apply for and must thus enabling institutions to truncate Paragraph (a)--Receipts at Electronic

receive a license amendment identifying card or account numbers. The Board Terminals
- an experienced nuclear harmacist as bl' I i Under the EFTA, when a consumer

an authorized nuclear p armacist before "',{,k' E, , whic the ad 11 opt i a mal initiates an EFT at an electronic
it allows this individual to work as an f ". . 8 lh !$ f " terminal, the financial institution must

ified authorized nuclear pharmacist. A Pen d. make g written receipt available to the
ined pharmacist who has completed a DATES: Interim rule efrective December consumer. The receipt must identify in
ta of structured educational program as 1,1994; c mments must be received on some way the consumer's account with

,

'

h specified in 5 35.980(b)(1) before (the or before February 1,1995. I the financialinstitution from or to F

date of publication in the Federal
* ADDRESSES: Comments should refer to which funds are transferred.5n Register) and who is working in a

Docket No. R-0859 and be sent to Under the Board's Regulation E,'n
nuclear phannacy would qualify as an

ad as experienced nuclear pharmacist. An William W. Wiles, Secretary, Board of institutions can comply with this

experienced nuclear pharmacist need Governors of the Federal Reserve identification requirement by including

not comply with the requirements on System. Washington, D.C. 20551. They a number or code on the receipt that

ucinr preceptor statement ($ 35.980(b)(2)) and may also be delivered to Room B-2222 identifies the access device used to

recentness of training ($ 35.972) to of the Eccles Building between 8:45 a.m. initiate the transfer. the consumer

qualify as an authorized nuclear and 5:15 p.m. weekdays, or to the guard initiating the transaction, or the
ea pharmacist. station in the Eccles Building courtyard consumer's accounts. To ensure -

53. In $ 35.991, paragraph (b) is on 20th Street. N.W. (between adequate identification, the Board's
i as revised to read as follows: Constitution Avenue and C Street) at regulation specifies that the number or
af any time. Comments received will be code should be " unique." '

$ 35.991 Criminal penattleA available for inspection in Room MP- This identification requirement was
500 of the Martin Building between 9:00 adopted in 1979, and over the years1a * * * * *

(b) The regulations in Part 35 that are a.m. and 5.00 p.m. weekdays. except as many financialinstitutions have met the
not issued under subsections 161b,1611, provided in 12 CFR 261.8 of the Board's requirement by disclosing consumers'

iMS or 1610 for the purposes of section 223 rules regarding availability of card or account numbers on the receipt;
I are as follows $$ 351. 35 2. 35.7. 35.8, information. until recently, doing so did not appear

-
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Regulatory Analysis

*

For Final Rulemaking Entitled

" Preparation, Transfer for Commercial Distribution,
'

and Use of Byproduct Material for Medical Use"
10 CFR Parts 30, 32, and 35 !

!1. Backaround
i

1.1 Statement- of the Problem
!

.

A petition for rulemaking (PRM-35-9) concerning the medical use of
byproduct material was submitted jointly by the American College of Nuclear i

Physicians (ACNP) and the Society of Nuclear Medicine (SNM). The petition
requested that the NRC amend its regulations to fully recognize the role of

,

licensed nuclear pharmacists and physicians. The petition addressed issues

related to the preparation and use of radioactive drugs containing byproduct
material for diagnostic, therapeutic, or research purposes. In addition,

'

icertain portions of the existing regulations in Parts 32 and 35 need to be
updated,' clarified, or simplified. This final rulemaking has been prepared in ,

response to the petition and to provide miscellaneous amendrnents to update or
clarify the existing regulations.

,

1.2 NRC's Policy Statement on the Medical Use of Radioisotopes -

.

tIn a policy statement published on February 9, 1979 (44 FR 8242),
entitled " Regulation of the Medical Uses of Radioisotopes; Statement of i

General Policy," the NRC stated:

1. The NRC will continue to regulate the medical uses of radioisotopes
as necessary to provide for the radiation safety of workers and the general
public.

2. The NRC will regulate the radiation safety of patients where
'

justified by the risk to patients and where voluntary standards, or compliance
with these standards, are inadequate.

.-. _ _ .- - .. -
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3. The NRC will minimize intrusion into medical judgments affecting
I

patients and into other areas traditionally considered to be a part of the |

practice of medicine. I

In conformance with this policy, the Commission is eliminating certain
restrictions in the NRC regulations regarding the preparation and use of
byproduct material for medical use. In addition, the Commission will provide
the authority to licensees to conduct research involving human subjects and to
use radiolabeled biologics. The Commission believes that these restrictions
can be eliminated without compromising the level of protection of public
health and safety against radiological hazards. The Commission recognizes

that physicians have the primary responsibility for the diagnosis and
treatment of their patients and recognizes that the nuclear pharmacists have
the primary responsibility for the preparation of radioactive drugs. NRC

regulations are predicated on the assumption that properly trained and
adequately informed physicians and pharmacists will make decisions that are in
the best interest of their patients. Furthermore, the pharmacological aspects
of radioactive drugs, including drug safety and efficacy, are regulated by the
U.S. Food and Drug Administration (FDA).

1.3 Earlier NRC Actions

Following receipt of the petition, the NRC, in consultation with the
FDA, determined that some issues of the petition should be addressed promptly. -

On August 23,1990 (55 FR 34513), the Commission published an Interim Final
Rule to allow,'for a period of 3 years, the use of therapeutic
radiopharmaceuticals for indications not listed in the package insert and to
allow departures from the manufacturer's instructions for preparing diagnostic
radiopharmaceuticals using radionuclide generators and reagent kits, provided
that certain recordkeeping requirements were met. Based on the records
collected from the affected licensees, both the NRC and FDA staff agreed that
the major trends in departures that may be identified by the recordkeeping are
already discernible and collecting additional data is unnecessary. On

October 2,1992 (57 FR 45566), the NRC published a rule eliminating the
recordkeeping requirements.

2



In a parallel effort, the NRC continued to work on the remaining issues
in the petition. On August 7, 1991, the NRC conducted a workshop in Rosemont,
Illinois, presenting strawman language on the training and experience criteria
for authorized nuclear pharmacists to representatives of the following
organizations: Board of Pharmaceutical Specialties, American Board of Science

in Nuclear Medicine, National Association of Boards of Pharmacy, Committee on

Radionuclides and Radiopharmaceuticals of the U.S. Council for Energy
Awareness, American Pharmaceutical Association, American Society of Hospital

Pharmacists, and three graduate schools of pharmacy. Subsequently, the NRC

also discussed the proposed resolution of these issues in meetings with the
FDA, the NRC's Advisory Committee on the Medical Uses of Isotopes (ACHUI), and

the Agreement States.
The Commission published proposed amendments in the Federal Register on

June 17,1993 (58 FR 33396) and provided a 120-day public comment period.
About 2,500 copies of the notice of the proposed rulemaking were mailed to all
applicable NRC licensees, Agreement State and Non-Agreement State agencies,

and other interested groups. The NRC received 284 comment letters in response

to the proposed rule. There were 280 letters in support of the proposed rule,
I letter in opposition to the proposed rule, and 3 letters provided comments
without specifically indicating support for or opposition to the proposed
rul e .

In the preamble of the proposed rule, the Commission stated that a draft
regulatory analysis was available and requested public comments. The

Commission did'not receive any public comments on the draft regulatory

analysis.

2. Ob.iectives

The objective of this final rulemaking is to grant the petition and to
eliminate certain restrictions in NRC's regulations regarding the medical use
of byproduct material without compromising the level of protection of public
health and safety against radiological hazards.

Specifically, among other things, the final rule will incorporate into
NRC's regulations the concept of authorized nuclear pharmacists to allow
properly qualified pharmacists greater discretion to prepare (including

3
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compound) radioactive drugs containing byproduct material. Also, the final
rule will allow physician authorized users greater discretion to prepare and
use radioactive drugs containing byproduct material, the use of byproduct
material in research involving human subjects, and the use of radiolabeled
biologics containing byproduct material.

In_ addition, the final rule also contains other miscellaneous and
conforming amendments necessary to update or clarify the current regulations.

3. ALTERFATIVES
'

Two alternatives have been considered for the petition: maintain the
status quo or grant the petition.

The first alternative would continue to restrict physicians and
pharmacists in the medical use of byproduct material. This alternative would
continue to require NRC medical use licensees to meet the current prescriptive
regulations which restrict the activities of nuclear physicians in the
preparation and use of radioactive drugs. In addition, this alternative would
continue to restrict unduly the activities of nuclear pharmacists in the ,

preparation of radioactive drugs when an acceptable alternative exists. ,

Therefore, this alternative was not considered further.
The second alternative, promulgation of a final rule to grant the

!petition, will provide greater flexibility for physician authorized users to
use byproduct material in the practice of medicine. The final amendments will -

also incorporate into the regulations the concept of authorized nuclear
pharmacists to ' allow properly qualified pharmacists to prepare (including
compound) radioactive drugs containing byproduct material. The Commission

believes that granting this petition will eliminate certain restrictions '

regarding the medical use of byproduct material without compromising the level
of protection of public health and safety against radiological hazards. i

4. Brief Descriptions of the Final Amendments

In response to the petition for rulemaking, the Commission is amending
its regulations to:

|

4
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1. Allow physician authorized users to use therapeutic radioactive
drugs containing byproduct material for indications or methods of
administration not listed in the FDA-approved package insert;

2. Allow physician authorized users to use radioactive drugs containing
byproduct material for research involving human subjects;

3. Allow physician authorized users to use radiolabeled biologics
containing byproduct material;

4. Allow medical use licensees and commercial nuclear pharmacies to

depart from the manufacturer's instructions for preparing radioactive drugs
using radionuclide generators and reagent kits;

5. Allow medical use licensees and commercial nuclear pharmacies to

compound radioactive drugs using byproduct material;

6. Delete the existing regulations related to the nonradioactive
reagent kits; and

7. Clarify regulatory requirements for specific licenses of broad
scope.

Table 1 summarizes the requests made in the petition and the

Commission's responses.

5. ESTIMATION OF COST IMPACT

5.1 GENERAL DISCUSSION

The NRC has about 2,000 medical use licensees (licensed under Part 35)
and about 50 licensees who manufacture or prepare radioactive drugs (licensed

under Part 32). Agreement States have approximately twice the NRC's licensees

mentioned above. All definitions contained in il 30.4 and 35.2 that are
established or modified by this rulemaking are Division I levels of

compatibility. Sections 32.72,35.6,35.22(b)(2),35.25,35.50,35.52,35.53,
35.920, 35.972, 35.980, and 35.981 are Division 2 levels of compatibility; and
the remaining sections in Part 35 in this rulemaking will be Division 3 levels
of compatibility.

In addition to the rule, one existing and two draft regulatory guides
have been revised to incorporate the provisions of the final rule. These

5



s

-

Table 1

Summary of Requests in the Petition ;

and the Commission's Responses

Reauest Response

Permit authorized users to use Allow physician authorized users
radiopharmaceuticals for who are qualified for
therapeutic uses not covered in therapeutic administration to
the package insert. use radioactive drugs for

therapeutic uses not covered in
the package insert.

Permit authorized users to use Allow physician authorized users
radioactive drugs for research to use radioactive drugs for
involving human subjects. research provided that human

research subjects are protected.

Permit authorized users to use Allow physician authorized users
radiolabeled biologics. to use radiolabeled biologics

provided that dosages of alpha-
or beta-emitting radionuclides
are measured.

Permit medical use licensees and Allow physician authorized users
pharmacies to depart from and authorized nuclear
package inserts when using pharmacists who meet certain
generators and kits. training and experience criteria

to depart from package inserts
when using generators and kits.

Permit medical use licensees and Allow physician authorized users-
pharmacies to use byproduct and authorized nuclear
material to compound radioactive pharmacists who meet certain
drugs. training and experience criteria

to prepare (including compound)
radioactive drugs.

Permit nuclear pharmacists to Delete NRC regulations on
prepare reagent kits. reagent kits which do not

contain byproduct material.
Thus, nuclear pharmacists would
be able to prepare reagent kits
under applicable law.

Clarify requirements on licenses Clarify the requirements by
of broad scope. adding exemptions in Part 35.

.

,

6

1

l

-_ __ _ _ _ _ _ _ _ _ _ _ _ _ _ - _ _ . - - - _ _ _ _ - _ _ - - - _ '



-_ _ _ _ _ _ _

1

1

revisions do not impose new requirements. Thus, there will be no additional

.

cost impact associated with the revisions of the regulatory guides.
- The cost estimates shown below are for affected NRC licenseer only.

Therefore, the total cost impacts (i.e., for NRC and Agreement State
' licensees) associated with this final rule will be approximately 3 times the

cost to the affected NRC licensees. |

The cost estimates are based on the following:

o Fee per license amendment Part 32: $490; Part 35: $500

9 Unit labor costs (unloaded)
For l' ansee staff - Physician * $85/ hour

- Scientific staff * (e.g. nuclear pharmacists) $50/ hour

- Technical staff * (e.g. medical technologists) $30/ hour

- Clerical staff $15/ hour

For Agreement State staff * $50/ hour

* Includes prorated amounts for clerical staff.

5.2 IMPACTS ON AFFECTED NRC LICENSEES

Each section of the final rule has been evaluated in terms of the cost
impact (i.e., increase, decrease, or no change as compared to the cost under
existing situations) on affected licensees. In calculating the cost impacts,

the cost savincs are expressed as positive (+) values and the cost increases --

as negative (-) values. The cost impact of each action of the final rule is
discussed below except for those sections that obviously have no cost impacts.
Table 2 is a summary of the impact on affected licensees for each section.

(

7
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i
Table 2

;

;

!

Summary of Impacts on NRC Licensees |

t

!
Final No. of Amend., Impact /yr :
Section permission, or Hours $/hr Fee * Savings: + !

No. Record,etc./yr Costs: - !
:_________________________________________________________________________

,

Part 30

30.4 No cost (See footnote 1) !

30.34(1) No cost (See 5.2.1 of this analysis) .

!

fPart 32

32.72(a) No cost (See footnote 2)
'

32.72(b) 20 license 4 hours $50 $490 4 $13,800
amend.nents
eliminated

,

50 license 2 hours $50 $490 + $29,500
amendments
eliminated |

|

50 notifications 1/2 hour $30 ---- - $750 i
required i

\

I
32.72(c) No cost (See 5.2.1 of this analysis)

. .

32.72(d) No cost (See footnote 3)
!

[32.73) I license 32 hours $50 $3,500 + $5,100
application i

eliminated j

32.74 No cost (See footnote 3) I

___________________________________________________________

5

The fees are based on current fees (FY 1993). The fees may change for t*

other fiscal years.
!

;

I

f
.

8 i
!

!
!
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Table 2 (Continued) j

Summary of Impacts on NRC Licensees |

Final. No. of Amend., Impact /yr .

Section permission, or Hours $/hr Fee * Savings: + :

No. Record, etc./yr Costs: -
__________________________________________________________________________

EArt 35 ;

35.2 No cost (See footnote 1)
-

,

35.6 2 license 8 hours $85 $500 - $2,360
amendments
required

|

35.7 No cost (See footnote 3)

35.8 No cost (See footnote 2) i

!
35.11 No cost (See footnote 3) ,

35.12 No cost (See footnote 3)
!

35.13 200 license 2 hours $50 $500 + $120,000
amendments |
eliminated :

10 license 2 hours $50 $500 - $6,000
amendments :

required ..

35.14 220. notifications 1/2 hour $30 ---- - $3,300
,

required

35.15 No cost (See footnote 2)

35.22(b)(2) No cost (See footnote 2) f
35.25 No cost (See footnote 2) |

i

[35.27] 100 records 1/6 hour $15 ---- + $250 ;
>eliminated

35.49 No cost (See footnote 4)
d

35.50 No cost (See footnote 3)
i

35.52 No cost (See 5.2.3 of this analysis) ;

'

9
i
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Table 2 (Continued)

Summary of Impacts on NRC Licensees 1

!

Final No. of Amend. , Impact /yr
Section permission, or . Hours $/hr Fee * Savings: + i

|No. Record,etc./yr Costs: -

__________________________________________________________________________

!

35.53 No cost (See footnote 2) j

35.100 to 20 license 2 hours $50 $500 + $12,000 i
!

35.300 amendments
eliminated .

f

35.610 to No cost (See footnote 2)
35.972 j

,

- $1,00035.980 20 certifications I hour $50 ----

required

35.981 5 license 2 hours $50 $500 - $3,000 ;

amendments i

required |
________________________________________________________________________

i

Subtotal Savings + $180,650
:

Costs - $ 16,410 :

i
________________________________________________________________________

.
I

Savings (for NRC licensees) + $164,240
.

Total Savings (for NRC and Agreement State licensees) + $492,720 !
i

;

!

Footnotes: i

;

1. This is a definition, thus no cost impact.
..

I

2. This is a clarification or update which will not substantively
change the current practice. |

t

3. This is to provide a reminder to licensees, to grandfather an i
existing situation, or to conform with changes made in other |

sections or chapters. j

;

4. These requirements or a portion of the existing requirements are
moved to other sections. ;

10
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5.2 1 FART 30 - RVLES OF GENERAL APPLICABILITY TO DOMESTIC LICENSING 0F

BYPRODUCT MATERIAL

9 30.34 Terms and conditions of licenses. ;

!The final amendment will delete paragraph 9 30.34(i) in its entirety.
Under the existing paragraph, licensees are permitted to depart from FDA-
approved package inserts. Under the final rule, this permission will be moved
to Part 32 for commercial nuclear pharmacies and to Part 35 for medicaluse
licensees. There. ore, there will be no cost impact associated with this final

amendment.

5.2.2 PART 32 - SPECIFIC DOMESTIC LICENSES TO MANUFACTURE OR TRANSFER CERTAIN

ITEMS CONTAINING BYPRODUC' MATERIAL

6 32.72 Manufacture. oreparation. or transfer for commercial distribution of

radioactive druas containina bvoroduct material for medical use under Part 35.

6 32.72(b)

(1) Section 32.72(b) will allow commercial nuclear pharmacies to depart
from FDA-approved package inserts and to compound radioactive drugs, without

obtaining a license amendment from the NRC. Therefore, a cost saving is
expected due to the elimination of these license amendments.

Assuming 20 amendments requesting departures or compounding would be

eliminated per year and 4 hours of scientific staff's time would be avoided
for preparing an application for a license amendment, the cost saving is
estimated to be:
20 amend /yr x (4 hrs / amend x $50/hr + $490 fee / amend) = + $13,800/yr.

(2) This paragraph will allow commercial nuclear pharmacies to permit
an individual to work as an authorized nuclear pharmacist, without obtaining a
license amendment from the NRC, if the individual is: (1) certified by the
Board of Pharmaceutical Specialties; (2) listed on a Commission or an
Agreement State license; or (3) listed on a permit issued by a specific

11
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licensee of broad scope as an authorized nuclear pharmacist. This provision |
will eliminate a current licensing requirement that requires a licensee to j

obtain a license amendment from the NRC before permitting an " authorized user" )
i

to work.
'

Assuming 50 amendments requesting to add the names of the " authorized
users" would be eliminated per year and 2 hours of scientific staff's time
would be avoided for preparing an application for amendment, the cost saving

is estimated to be:
50 amend /yr x (2 hr/ amend x $50/hr + $490 fee / amend) = + $29,500/yr.

(3) This paragraph will require licensees to provide to the NRC a copy
of the individual's board certification, the license, or the permit, and the

'

state pharmacy licensure or registration, respectively, for each individual no
later than 30 days after the date that the licensee permits, pursuant to this
section, the individual to work as'an authorized nuclear pharmacist.
Therefore, a cost increase is expected due to this notification requirement.

Assuming 50 notifications would be required per year and 1/2 hour of
technical staff's time would be needed for preparing a notification, the cost

increase is estimated to be:
50 notifications /yr x 1/2 hr/ notification x $30/hr = - $750/yr.

9 32.72(c)

This paragraph is added to clarify that Part 32 licensees measure and
record dosages of radioactive drugs, including those containing alpha- or
beta-emitting radionuclides, before transferring these drugs to a medical use
licensee. Currently, these licensees already possess measurement
instrumentation, perform the measurements, and record the dosages to provide ';

information required under existing 6 32.72(a)(4)(i). Therefore, there will
be no cost impact associated with this final amendment.

!

.

b
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6 32.73 Manufacture and distribution of aenerators or reaaent kits for
-

oreparation of radiopharmaceuticals containina bvoroduct material.

The section will be deleted in its entirety. This section requires that
a licensee shall obtain a specific license from the NRC before the licensee
may manufacture or distribute radionuclide generators containing byproduct
material or reagent kits. Under the final rule, the existing requirements
related to radionuclide generators will be moved to 132.72. However, the
existing requirements related to these reagent kits will be deleted because
they de not contain byproduct material. Therefore, a cost saving is expected
because the climination of the application for a license to manufacture or
distribute these reagent kits. ,

The fee for NRC's review of an application to manufacture and distribute
:a new type of reagent kit is $3,500 per application. Assuming 1 application

would be eliminated per year and 32 hours scientific staff's time would be
avoided by the licensee to prepare the application, the cost saving would be:
I application /yr x (32 hrs / appl x $50/hr + $3,500 fee / appl) = + $5,100/yr.

t

'

5.2.3 PART 35 - MEDICAL USE OF BYPRODUCT MATERIAL

:

i 35.6 Provisions for research involvina human sub.iects. |

'This section will allow licensees to conduct research using byproduct _

material involving human subjects provided that the research is conducted,
funded, supported, or regulated by another Federal Agency which has |

implemented the Federal Policy for the Protection of Human Subjects.
Otherwise, a licensee shall apply for and receive approval of a specific

^

amendment to its NRC license before conducting such research. Thus, a cost
increase is expected. However, the NRC believes that most human research -

involving byproduct material is currently conducted, funded, supported, or <

regulated by another Federal agency. !

,
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Assuming 2 license amendments would be needed per year and 8 hours of

physician's time would be needed to prepare an application for amendment, the

cost increase would be:
2 amend /yr x (8 hr/ amend x $85/hr + $500 fee / amend) = - $2,360/yr.

t 35.13 License amendments

(1) Paragraph (b) of this section will permit medical use licenses to
allow an individual to work as an authorized user, without submitting a
license amendment to the NRC, if the physician authorized user is: (a)

certified by the appropriate certification boards; (b) listed on a Commission
or Agreement State license; or (c) listed on a permit of a Commission or
Agreement State specific licensee of broad scope. Under current regulations,
a license amendment must be obtained before the individual may work as an
authorized user (except for a visiting authorized user). Thus, a cost saving
is expected due to the elimination of these license amendments.

Assuming 200 license amendments would be eliminated per year and 2 hours
of scientific staff's time would be avoided for preparing an application for
amendment, the cost saving would be:
200 amend /yr x (2 hr/ amend x $50/hr + $460 fee / amend) = + $112,000/yr.

(2) This paragraph will permit medical use licenses to allow an
individual to work as an authorized nuclear pharmacist, without submitting a
license amendment to the NRC, if the authorized nuclear pharmacist is:

(a) certified by the certification board; (b) listed on a Commission or
Agreement Statb license; or (c) listed on a permit of a Commission or
Agreement State specific licensee of broad scope.

However, if the individual does not meet the criteria stated above, a
license amendment must be obtained by the licensee before the individual can
work as an authorized nuclear pharmacist. Thus, a cost increase is expected ,

due to the requirement for these license amendments.
Assuming 10 license amendments would be required per year and 2 hours of

scientific staff's time would be needed for preparing an application for
amendment, the cost increase would be:

10 amend /yr x (2 hr/ amend x $50/hr + $460 fee / amend) = - $5,600/yr

14
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6 35.14 Notifications,

In addition to the existing notification requirement, the NRC is
amending this section to require specific licensees of limited scope to submit
a copy of an individual's board certification, the license, or the permit as
discussed in 6 35.13. Thus, a cost increase is expected.

Assuming 220 notifications would be needed (200 notifications for
authorized users and 20 notifications for authorized nuclear pharmacists) and

1/2 hour of technical staff's time would be needed for preparing each
;

notification, the cost increase would be:
I

220 notification /yr x 1/2 hr/ notification x .t30/hr - - $3,300/yr.
|

6 35.27 Visitina authorized user.

The NRC is deleting this section because the concept of a visiting
authorized user will no longer be necessary. Since a recordkeeping

requirement in the existing section will also be eliminated, a cost saving is
!

expected.
Assuming 100 records per year would be eliminated and 10 minutes of

clerical staff's time would be avoided for each record, the cost saving would

be: l
100 records /yr x 1/6 hr x $15/hr = + $250/yr. J

\

l 35.52 Possession. use. calibration. and check of instruments to measure
dosages of alpha- or beta-emittina radioactive druas,

This paragraph is new and will require Part 35 licensees to possess
instrumentation to measure the radioactivity of alpha- or beta-emitting
radioactive drugs, except for unit doses obtained from manufacturers or
commercial nuclear pharmacies. Most alpha- or beta-emitting radionuclides are
used in radiolabeled biologics which are still under new drug investigation.

Under current practice, licensees preparing radiolabeled biologics
containing alpha- or beta-emitters in their own facilities or purchase
qualities of these radiolabeled biologics from manufacturers or commercial

15
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J

nuclear pharmacies other than unit doses already have instrumentations to ,

measure the dosages. In addition, licensees who purchase only unit doses will

be exempt from this section. Therefore, no cost impact is expectad. !

!

l 35.100 Use of unsealed byproduct material for uotake. dilution. and
f;excretion studies.

6 35.200 Use of unsealed byoroduct material for imaaina and localization !

- studies. ;

i 35.300 Use of unsealed bvoroduct material for theraceutic administration, ;

,

The final amendments in these three sections will allow medical use }
licensees to compound radioactive drugs using byproduct material without

,

obtaining specific license amendments. Therefore, a cost saving is expected.

Departures from FDA-approved package inserts and manufacturers' instructions
are already permitted under the Interim Final Rule.

Assuming 20 license amendments per year would be eliminated and 2 hours ,

'
of scientific staff's time would be avoided to prepare each application, the
cost savings wauld be: |
20 amend /yr x (2 hr/ amend x $50/hr + $460 fee / amend) = + $11,200/yr.

,

6 35.980 Trainina for an authorized nuclear charmacist. ,

!

I

This section will require authorized nuclear pharmacists to meet the- - -

training and experience criteria. Because the criteria specified in this
'

section are nearly identical to those in the current licensing guidance, there
will be no cost impact on implement this section, with an exception of '

requiring a written certification from preceptors. Thus, a cost increase is
expected.

'

Assuming 20 certifications would be written per year and 1 hour of
scientific staff's time would be needed to complete each certification, the

cost increase would be: .

1

20 certification /yr x I hr/ certification x $50/hr - - $1,000/yr.
.
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:

6 35.981 Trainina for experienced nuclear charmacists. ;

{

This section is being added to the final rule in response to public
comments. A licensee may apply for and must receive a license amendment

identifying an experienced nuclear pharmacist as an authorized nuclear
pharmacist before it allows this individual to work as an authorized nuclear
pharmacist. Because the criteria specified in this section are nearly
identical to those in the current licensing guidance, there will be no cost !

impact on implement this section, with an exception of requiring a license
amendment. Thus, a cost increase is expected.

Assuming 5 license amendments would be required per year and 2 hours of |

scientific staff's time would be needed for preparing an application for |

amendment, the cost increase would be: ;

5 amend /yr x (2 hr/ amend x $50/hr + !460 fee / amend) = - $2,800/yr. {
;
4

iTotal impacts on affected NRC licensees
i

The cost impact on affected NRC licensees is estimated to be a saving of |
1

$156,220 per year (See Table 2).

5.3 IMPACTS ON AFFECTED AGREEMENT STATES LICENSEES

|

Since Agreement States have approximately twice the NRC's licensees, the ,

impacts for Agreement State licensees associated with this final rule will be
coproximately twice the impact on the affected NRC licensees. Therefore, the j

stvings for Agreement State licensees will be: )
2 x $156,220/yr = + $312,440/yr.

!

,

5.4 TOTAL IMPACT ON AFFFLTED LICENSEES

The impact on both the NRC licensees and Agreement State licensees will .

be a savings of
P

$156,220/yr + $312,440/yr = $468,660/yr.

.

P
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5.4 COST IMPACT ON NRC

The predominant factor affecting the NRC's operating costs as a result

of this final ~ action is the decreased number of license amendments which will
no longer need to be processed by the NRC. However, this impact is already
addressed in the cost impact on the licensees and is included as the change in

fees charged to the licensees.

5.5 IMPACT ON AGREEMENT STATES

Since the requirements contained in this final rulemaking will be a
matter of compatibility for the Agreement States, each Agreement State will be
required to adopt certain sections of the final rule. The impact on the ;

Agreement States will be associated with the adoption of certain sections of
the final rule into their State regulations. .

'

The impact for each Agreement State may be estimated as follows:

o Draft a final rule 40 hours

o Review by an Advisory Committee 8 hours

o Send the final rule to NRC for review 4 hours

o Prepare a final rule 20 hours >

...............--------------------------------------------------------

Impact for an Agreement State 72 hours

Since there are 29 Agreement States, the total impact on the Agreement
States to incorporate certain sections of the final rule is estimated to be:
29 Agreement State x 72 hrs / Agreement State x $50/hr - - $104,400.

6. BENEFITS

This final rule will benefit the public by permitting medical use
licensees to increase the scope of the applications of radioactive drugs and
to increase efficiencies in the preparation and use of radioactive drugs.

Specifically, this final rule will provide physician authorized users greater
flexibility in the medical use of byproduct material. Similarly, the final

rule will permit qualified nuclear pharmacists to use byproduct material to
prepare radioactive drugs. Even though the final rule will eliminate certain

18
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restrictions related to the medical use of by byproduct material, the NRC
believes that additional safeguards against radiological hazards are included
in the final rule that will continue to ensure adequate protection of public
health and safety.

7. DECISION RATIONALE

Based on the above analysis, NRC believes that the final rule will
provide physician authort ad users with greater flexibility to use and will
allow authorized nuclear pharmacists to prepare radioactive drugs containing
byproduct material. The NRC believes that additional safeguards against
radiological hazards are included in the final amendments that will continue
to ensure a(equate protection of public health and safety. Therefore, the NRC

is adopting the final rule.

19
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ENVIRONMENTAL ASSESSMENT

FOR' FINAL AMENDMENTS TO 10 CFR PARTS 30, 32, AND 35,

" PREPARATION, TRANSFER FOR COMMERCIAL DISTRIBUTION, AND

USE OF BYPRODUCT MATERIAL FOR MEDICAL USE"; .

FINDING OF NO SIGNIFICANT IMPACT

1. Introduction ,

i

The Nuclear Regulatory Commission (NRC) is amending its regulations for
the medical use of byproduct material. This action is necessary to respond to ;

a petition for rulemaking and to fully recognize the role of licensed nuclear ,

pharmacists and physicians. The petition for rulemaking (PRM-35-9) was
submitted by the American College of Nuclear Physicians and the Society of |

Nuclear Medicine.
The Commission published a proposed amendments in the Federal Register

on June 17, 1993 (58 FR 33396) and provided a 120-day public comment period. ;

About 2,500 copies of the notice of the proposed rulemaking were mailed to all

applicable NRC licensees, Agreement State and Non-Agreement State agencies,
i

and other interested groups. The NRC received 284 comment letters in response

to the proposed rule. There were 280 letters in support of the proposed rule, t

I letter in opposition to the proposed rule, and 3 letters provided comments |
without specifically indicating support for or opposition to the proposed
rule.

'

In the preamble of the proposed rule, the Commission stated that a draft
environmental assessment and finding or no significant impact was available i

and requested public comments. The Commission did not receive any public

comments on the draft environmental assessment.
The final rule is intended to provide greater' flexibility for authorized

user physicians to prepare and use radioactive drugs containing byproduct
material. The final rule will also incorporate into the regulation the-
concept of authorized nuclear pharmacists to allow properly qualified
pharmacists greater discretien to prepare radioactive drugs containing

I
byproduct material.

The major features of the final amendments include: (1) allowing -

medical use licensees to depart from the U.S. Food and Drug Administration

(FDA) approved package insert instructions regarding the preparation and use r

__ -



of radioactive drugs; (2) creating the concept of an " authorized nuclear
pharmacist" and specifying training and experience requirements; (3) allowing
authorized nuclear pharmacists and physician authorized users to use byproduct
material to prepare radioactive drugs: (4) allowing the use of byproduct
material in research involving human subjects; and (5) allowing the use of
radiolabeled biologics.

2. Need for the Amendment: Rejection of the No Action Alternative

The final amendment have been developed to grant the petition for

rulemaking. The Commission re:ognizes that physicians have the primary
responsibility for the diagnosis and treatment of their patients, and
recognizes that the nuclear pharmacists have the primary responsibility for
the preparation of radioactive drugs. The Commission's regulations are

predicated on the assumption that properly trained and adequately informed
physicians and pharmacists will make decisions that are in the best interest
of their patients. Furthermore, the pharmacological aspects of radioactive

drugs, including drug safety and efficacy, are regulated by the FDA.
Therefore, the final amendments will allow physician authorized esers greater
discretion in the medical use of byproduct material, and allow authorized user

physicians and authorized nuclear phirmacists greater discretion to prepare
radioactive drugs containing byproduct material.

This no-action alternative is not favored because the Commission's-
regulations are more restrictive than FDA and State pharmacy regulations.
Moreover, the current regulatory philosophy of linking NRC regulations
(e.g., 10 CFR 35.200) to FDA approval of package inserts to ensure the
radiation safety of radioactive drugs does not allow NRC licensees sufficient
flexibility to use or prepare radioactive drugs. The Commission believes that

greater flexibility can be provided while continuing adequate protection of
public health and safety.

3. Impact on the Public and the Environment

The final amendments will have no significant impact on the public and

the environment. The additional research activities allowed by the final

2
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!

amendments are expected to be small in comparison to the current total

activities involving radioactive drugs containing byproduct material. |

Therefore, the final amendments will not cause a significant increase in the
i

total activity. Furthermore, allowing compounding could reduce radiation ;

exposures to workers. For example, allowing the use of specific additives I

.could decrease the volatility.of certain radioactive drugs, thus, reducing the
i

concentration of radionuclides in air. In other cases, exposures may increase

.if a licensee markedly increases the amount of compounding, however, such a
scenario is extremely unlikely and the workers are protected under the

provisions contained in 10 CFR Part 20. Therefore, it is expected that there
will be no increase in radiation exposure to the public, health care workers,
or the environment, beyond the exposures currently resulting from the

I
preparation and administration of radioactive drugs containing byproduct
material. Thus, there will be no discernible impact on the public or the ,

environment resulting from the final amendments, f
;

4. List of Agencies and Persons Consulted and Identification of Sources Used |

The NRC held public meetings concerning the preparation and use of <

radioactive drugs containing byproduct material. Appropriate suggestions from

the meetings and from public comments have been incorporated in the final'

amendments. The following table lists the date, location, and the groups
,

represented at each meeting.
:

.

Public Meetinas Held .

1

Date location Groups Represented |

08/07/91 Rosemont, Il Board of Pharmaceutical Specialties ,

'

American Board of Science in Nuclear Medicine
National Association of Boards of Pharmacy
Committee on Radionuclides and

Radiopharmaceuticals of the U.S. Council for
Energy Awareness '

American Pharmaceutical Association
American Society of Hospital Pharmacists
Purdue University-School of Pharmacy and

Pharmacal Sciences ;

University of New Mexico-College of Pharmacy
University of Pittsburgh-School of Pharmacy

3
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Public Meetinas Held (Continued)'

Qata location Groups Reoresented |

|

|

07/15/92 Atlanta, GA Agreement States: AL, AR, AZ, CA, 00, FL, GA,
07/16/92 IL, KS, KY, LA, MD, NC, ND, NE, NH, NV,

NY (including NY city), OR, SC, TX, UT, WA.

11/07/91 Reston, VA Advisory Committee on the Medical Uses of
05/08/92 Reston, VA Isotopes
10/23/92 Rockville, MD ,

5. Finding of No Significant Impact

.

The Commission has determined under the National Environmental Policy

Act of 1969, as amended, and the Commission's regulations in Subpart A of
10 CFR Part 51, that the final 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 amendments will
relax certain requirements and eliminate specific restrictions associated with
the medical use of byproduct material. The Commission believes these final ,

amendments will provide greater flexibility in the medical use of byproduct i

material while continuing to adequately protect public health and safety. 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 or releases currently resulting from the medical use of j

byproduct material.
!

>

i
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December 12, 1994 ) -{

Dr. William H. McCartney, President
American College of Nuclear Physicians

Dr. James J. Conway, President
Society of Nuclear Medicine
1200 19th Street, NW
Washington _DC 20036-2401

Dear Drs. McCartney and Conway:

In June 1989 the American College of Nuclear Physicians (ACNP) and the Society
of Nuclear Medicine (SNM) submitted a petition for rulemaking requesting that ,

the Commission amend its regulations to fully recognize the role of nuclear I

pharmacists and physicians.

As a result of your petition, the Commission has considered and approved final
amendments to 10 CFR Parts 30, 32, and 35. These amendments have been
published in the Federal Reaister (59 FR 61767; December 2,1994) and will

?become effective on January 1, 1995.

A copy of the Federal Register notice is enclosed for your information.

Sincerely,

(SI
Anthony N. Tse, Project Manager
Regulation Development Branch
Division of Regulatory Applications
Office of Nuclear Regulatory Research
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