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PCLICY SESSION ITEM
SUMM ARY_SUEET
Subject: PROPOSED AMENDMENTS TO 10 CFR PART 35: USER A
REPORTING REQULREMENTS FOR MCDICAL USES OF BYPRODUCT
MATERIALS
Purpose: To seek Commis:ion approval of proposed amendments ¢

10 CFR Part 35 which would specifv certain
gibilities of ghysicians and allow certa
to paramedical personnel, require appropriate traini:
of paramedical personiel, and require reporting to ti
Comm'.ssion and to the patient is family mig~-
administrations of byproduct material.

Discussion: The proposed amendments would implement recommendat io
mare by the General Accounting Office that AEC (]
define the activities that may be delegated b physiciar
ard those that ray not, (2) require physicians to deter=-

mine that technizians have been properly trained, and
(3) require medi:al licensece tc report to AE( mis-
idministrations of radioactive waterjal to patients
The proposed requirement for notifying patients or theit
families of misadministrations was recommended by the
Advisory Committee on the Medical Uses of Isotopes.
It is probable that the prouposed requirement for notify-
ing the patient -¢ his family of misadministrations
which could adversely affect the patient will result
in reaction and comments from members of the medical
profession with raspect to their feeling that it is a
unnecessary and iunappropriate governmental interference
in a professional ethical matter.
lssue: The Commission agieed (Policy Session Item SECY-R 462 °
May 18, 1972) to implement items 1 and 2 of the above
GAQO recommendat:ions, The {ssues remaining to be re-
solved are whethar to require reporting to the Commiss i
and to patiernts or their famiilies of misadministrati
of byproduct naterial.

Recommendat | uns the Commission
(a) au)lii;_v.\ publication i the Fe 1 Repist
posed ame ' dment to | FR Ptar wi
SSECY-K 462 - "Proposed Letter to the Honorable Limer ! taat
Comptroller General ., Commenting on Draft !
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specify cerctain responsibilities of onysician

authorized to use byproducte materials jn .
(2) specify certain acit

5

sonnel, (4) require reporting to the Commission of
niucdliniltrntionn of byproduct material, and (5)

require notification to the patient or his family

of miuadulnturrationo that could adversely affect
the patient unless in the

physician's professionas]
judgment guch notification

the vroposed amendments
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Federal Re l8ter for a 45-day comment -period;
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dvcrt' Comments or

Signifi-
received and no sub.

cant questions are Stantial]
changes in the rule are indicated after the
public comment period, the Director of Regulation
will arrenge for publication of the amendments

in final form (Conmissioner Doub will be in-
formed of a) comments received); if significant
adverse comments Or significant questions are
recefved or substantia] changes in the ctext of
the rule are indicated , the fevised amendment
will be submitted to the Commission for approval;

the JCAE will be informed;
& public announcement will pe issued;
4n environmenta] Statement need not be prepared,

of General Counsel (Assistant General Counsel]

has no legal obiection,
Division of Applied Techno

The Divisiong of
Javal Reactors an

logy has no objections,

and Envlronmental Research,
d Operational Safety concur,
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Chairman Schlesinger
Commissioner Ramey
Commissioner Larson
Commissioner Doub
Commissioner Ray

General Manager

Deputy Gen. Mgr.

Exec. Asst, to Gen. Mgr.
General Counsel

Confroller

Information Services
Inspection

Off. of Planning & Analysis
Congressional Relations

Asst. GM for Admin.

Asst. COM for L&D Programs
Applied Technology
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Operational Safety

Asst. GM for Nat'l. Security
Naval Reactors

Asst. GM for Research
Biomedical & Lnv. Research
Director of Regulation

Deputy Dir. of Regulation
Asst. Dir. of Regulation
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ATOMEIC ENERCY COMMISETON

PROPOSED AMENDMENTS TO 10 CFR PART 35: USER AND REPORTING
REQUIREMENTS FOR MEDICAL USES OF BYPRODUCT MATERIALS

Report to the Director of Regulation by the Director of Licensing

THE PROBLEM
1. To consider proposed implementation of recommendations made by

the Ceneral Accounting Office and related additional requirements on

regulating the medical uses of radicactive materials by amending 10 CFR

Part 135, "Human Uses of Byproduct Material.'" The proposed amendments

would (1) specify certain responsibilities of physicians authorized to use

byproduct materials for human uses, (2) specify certain activities that

zay be delegated by physicians o technicians and other paramedical per-

sonnel, (3) require physicians to Jetermine that technicians and other

~aramedical personnel are properly trained to perform such activities, (4)

recuire reporting to the Commisston of misadministrations ot svproduct

materials or radiation therefrom, and (3) require notification to the patient

or his tamily of misadministrations which could adversels arfect the patient.

JACKGROUND AND SUMMARY

2, As part of a review of the Commission's vepulator program, the
«nerel Accounting Office has reviewed curtain mateers related to the
eificiency and effectiveness of AEC's insnection and enforeoment prograns

‘or materials ilcenses. CAO furnished to the regulatory statt 4 dratt

report to the Congress on this review. The report was isaued in final

form on August 18, 1972,

3. On May 23, 1972, the Director of Regulation sent a letter to the
Honorable Elmer B. Sraats, Comptroller General, commenting on the recommenda-

tions made by GAO in their draft report. This letter had been approved by

462 %n May 18, 1972, We have

the Commission as Policy Session Item SECY-R

e Honorable Limer B. otaats,

. roposed Tetter to th
praft GAO Report'.

Comptroller General, Commenting omn
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had infurmal discussions with the GAO stalf on the nraposed opr il

{mplementing the CAD recommendations. (€ is our understar s TTOMm these

discussions that the ameadments to L0 CFR Part 35 projosed herein wilil ce

consistent with the recommendations covered in their report.

4. 1In chapter 3 of the reporr dealing with medical uses of ragicactive

materials, GAO recommended that AEC:

-- Define in its medical licenses cr regulations the activities that
may be delegated by physicians and those that may not.

-~ Require that physicians determine whether technicians have -een
properly trained to perform their duties and weep recovds
showing the bases for such determinations.

-~ Establish a specific requirement that suppliers verily that
transferees are authorized to receive the quantity or tvpe of
material being shipped and provide guidance as to acceptable
methods of verification, (While this recommendation was made by
GAO because of its medical uses connotation, its implementation
will involve other categories of licensees, especially ccummercial
suppliers. This recosmendation is the subject of a separate statf
paper ! SECY-R-571.)"

-- Require medical licensees to report to AEC all known misadministra~-
tions of radioactive material to patients so that AEC can determine
the causes and whether adequate corrective actions were taken by

the lleensoe,

5, The GAO report stated "Under AEC's interprotation of current regula-
tions, medical licensees are not required to report the acclidental over=
exposures of patients to radiation during intentional exposures (oY medical
diagnoses or therapy when suc’ exposures are attributed exclusively to the
actions of physiclans or to those acting under their orders." The basis for not
requiring reports of such accidental overexposures is the language of
10 CFR 20.107 which states that "Nething in the regulations in this part

shall be interpreted as limiting the intentional exposure of patients to

radiation for the purpose of medical diagnosis or medical therapv." Although

¥CECY K 57T - "Proposed Amendments to 10 CIR parts 50, <0, and /0
Transfer of Radioactive Material.
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licenser . aescrite in their applicaticns theiy =rorosed program for trataing
o or determining the qualificacions of such personnei. The subjects which
shall be included in such training would be Jisted in ' 35.32(d)(1). Sub-
section 135.32 (d)(2) would rewuire appropriate rectratning for maintenance of
proficiency and to keep abreast of developments in ctie field of nuclear medical
technology. Section 35.32(e) would provide thar certification in nuclear medical
technology by ¢ither the American Registrv of Radiolez.c Tecunologists or the
Registry of Medical Technologisr. will be deemed t satisfv the training

requlrements .

9. The scope and ~omplexity of activities which paveicians authorigze nara-
medical personnel to perform vary widely {rom licensee to licansee ad, therc-
fore, it is not practicable or reasonable to specify in regulations the minimun
amount of training which should be required for such personnel., 1f minimum
quantitative itandards for training were prescribed in the regulations, they
might be used :o weaken the stature of the extensive techaician training and
certification programs which have been developed by the American Registry of
wdiologic Tocanologists a d the Reglstrey of Medical Technelogists in cooperation
with the American Collese o. Radiolcgy, the american 5o fetv of Clinical Patholo-
gists and the jociety of NMiclear dedicine. On rhe otuer hand, vhile certification
hy these req'stries .: acceptaole cvidence of adequat. 'raining, it would not te

reagonaple to require naramedical personnel who oniv qusist phvsiclans with

simple manipulations or in programs of limited scope 2o he fully trained and

cetitlod techneiowists, The listing in 1. 32MAX (1 o b fects 10 e (Y-
cluded in techniclan .raining would follow the precedent set io 10 CFR Pare 14
for regulating the training of industrial radioaraphers. hite this Yisting

not a quantitative reguirement, it would provide shveicians ith an sutline of

the subject matter to be covered to qualify theiv assistants to perform their
duties and would aid physicians in describing in their applications, their prograin
for training technicians, Furthermore, it would provide a basis for the
Directorate of Regulatory Operations to review the training and qualifications

of paramedical personnel as part of inspections or incident investigations of

medical licensces.
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10. With respect tc requiring medical licensees to report misadministrations
of radiocactive materials, the May 23, 1972, letter to the Comptroller General
stated that this recommendstion would be reviewed with the Advisory Committee on
the Medical Uses of Isotopes with regard to accepted medical ethics of the
physician-patient relationship and the possible consequences of a government
agency interjecting itself into this relationship. In a4 memorandum dated
June 13, 1972 to Commissioners Ramey, Johnson and Doub, (re SECY-R 460) the
Director of Regulation indicated a plan to include in the scope of the study
of GAO's recommendation on the reportability of misadministrations of radio~-
active materials, the policy questions of whether {nvestigacion findings and
conclusions should be put in the Public Document Room and whether the licensee
should be required to inform the patient or the patient's family of significant

misadministrations.

11. A special meeting of the Advisory Committee on the Medical Uses uof
Isotopes was held on June 25, 1972, to study this GAO recommendation and the
related considerations of misadministrations. The consensus of the Committee
was

a. Regulations should require licensees to report to the Commission
all misadwinistrations of radiopharmaceuticals or radiation from tele-
therapy and brachytherapy sources. Misadministration would be defined
0 include administration of (1) a radiopharmaceutical, or radiation
from a source, other than the one intended, (2) a radiopharmaceutical
or radiation to the wrong patient, or (3) a dose of a radiopharmaceutical
or exposure to a radiation scurce cutside ot the ntended dose range
prescribed by the phvsician or by a route of administration other than

intended by tae physician.

b. A physician has an ethical responsibility to inform the patient
or his family about a misadministration which could adversely affect
the patient, unless in the physician's professional judgment it would
be contrary to the best lnFer.ltl of the patient to do so. It would

not be sppropriate for the Commission to inform the patient or his

ATRErAT LT T AT
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family of such misadministratt s siace tnis wuld intertere with th
normal physician-patient relationship, but it would be approe- tor
the Commission to assure that the phyvsician carries out s responsi-

bility described above by making it a regulatorv requirement.

ci . The pﬁyulcian-m:iont erivilege is solelv for the srotection ot
the patient. If the patient's {dentity and other details necessary to
protect the patient from unwarranted invasion of privacy are deleted,
the Committee foresaw no reason why reports of misadministcations and
related correspondence with licensees should not be available to the

publ ic.

12, The new § 35.33 would add a requirement for licensees to report to
the Commission any misadministration of byproduct materials or radiation
therefrom and to notify the patient nr a responsible relative of the patient
of anv misadministration which could cause a demonstrable adverse effect on
the patient unless in the physician's professional judgment such notification
would be contrary to the best interests of the patient or a surviving relative
of the patient., These proposed reauirements were not included in the GAO
recommendations. Rather they are nased on the response of the Advisory
Committee on Medical Uses of Isotopes to the question raised by the Director

of Regulation (see paragraphs 10 and llb. above).

i3. The new £ 35,33 would also require that if the misadministration
couild cause a demonstrable andverse effect on the patient, the licensee's
report to the Commission shall either contirm that notitication aas been
made to the patient or to a veaponsible relative of the patient or shall
state that such notification was not given hecause in the phvsician's judgment
such notification would be contrarv to tne best interests of the putenti or a
surviving relative of the patient. If the patient or relative is not notifled,
the physician shall confirm that this decision was reviewsd bv 4 local Ethics
Committee or an equivalent group of peers and shall state whether or not the
commitree or group concurred with the decision. The decision not to notify
the patient or family would be part of the public record on the reported

misadministration.
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14, Although the proposed requirement v ing patients or resason=
aible relativee of misadministrations was mmended by the \ivisory Committee
on Medical Uses nf Isotopes (composed primaril~ ou pavsicians, including the

then president and several ctrustees ol the Society of Nuclear Medicine), if
this proposed requirement is publisned in the “eaeral Register for comment, it
ts probable that members of the medical profess.ion will suomit consideracle
comments and reactions with respect to their “velings that (nils is an unneces=-

sary and inappropriate governmental intertrererce in a professional mat.er.

STAFE_IUOTMENTE
15. The Directorates of Regulatorv Sgandards and Regulatory fperations

and the Divisions of Blomedical and Environmen:zal Research, «aval Reactors ang

Operational Safety concur in the recommenuatiors of this paper. The Office

of the Ceneral Counsel has no legal objection und the Division of Applied

Technology has no abjection. The Office «f Information Services prepared the

draft public announcement. The Office of Congressional Relations concurs in

the draft letter to the Joint Committee on Atomic Cnergy.

RECOMMENDALL0:S
16. The Director of Regulation recommencs that the Atomic Energy

Commission:

a. Approve publication in the Federal Register of proposed
amendments to 10 CFR Pare 35 which would: (1) apecifv certain
responsibllities of physicians autnorizea to use byproduct

materials for human uses, 2) spocl rtain tivities that
mav he delegated by physicians to tochni=ians ivd other paramedical
personnel, (3) require physicians Lo determine that technicians and

other paramedical personneli are properiy trained to perform such
activities, (4) require reporting Co the Lommission of misadministra-
tiune of bvproduct materials or ragiatior thereirom, and (5) require
notification to the patient or i responsible velative of the patient
of misadministrations which could adversely af fect the natient unless
in the physician's professional juasment sucn notification would be
contrary to the best interests of the jatient or a surviving relative.
b. Note that the notice of proposec rule making in Appendix "A"
will be published in the Federal Ragister, allowing 45 days for public

comment |

c. Note that, {f after expiration of the comment period no
significant adverse comments or significant questions have been
received and no substantial changes in the text of the rule are
{ndicated, the Director of Regulation will arrange for publication
of the amendment in final form. If significant adverse comments or
significant questions have been received or substantia! changes in
the text of the rule are indicated, the revised amendment will he
submitted to the Commission for approval,

~
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d. Note that the Joi- «ittee on Atomic U“nergv will be Informed
of these actions by - .t such as \ppendix "8%";
e. Note t 4 public announcement such as Appendix UV will be

losued on ' ...ag of the notice of proposed rule making with the Office
of the ' wcral Register,

f. Note that an environmental impact statement need not be preparec
in connection with this rule macing action since the propesed amendments
of 10 CFR Part 35 will not significantly affect the gualitv of the human

environment,
LIST OF ENCLOSURES
APPENDLX PAGE NO.
A" Bottos of Propessd Ruls MERING. o (oss  diniie s oris <ekionn 4
“B" Draft Letter to Joint Committee on ALOMIC FRETRY. «overvssn.s 2
o BN T G 17T PO O e SN (b D AR R 22
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APPENDLX A"

ATOMIC ENERGY COMMISSION
{10 CFR PART 15]

HUMAN USES OF 3YPRODUCT MATERIAL

User and Reporting Requirements

The Atomic Energy Comnission has under consideration amendments
to its regulations i{n 10 CFR Part 35, "ituman Uses of Byproduct
Material," to 1) specily certain responsibilities ot phvsicians

authorized to use byproduct materials for nhuman uses, ) specify

certain activities that may be delegated bv physicians to techni-
cians and other paramedical personnel, 3) require physicians to
determine that technicians and other paramedical personnel are
properly trained to perform such activities, %) require reporting
to the Commission of misadministrations of byproduct materials or
radiation therefrom, and 5) require notification to the patient or
a responsible relative of the patient of the misadministration of
byproduct materials or radiation therefrom whicn .ould adversely

affect the patient.

In its licensing of the medical uses of byproduct materials
(radiolsotopes) pursuant to 10 CFR Part 35, the Commission requires
that the responsibie user be a phvsician licenseu by a State or
territory of the United States, the District of Columbia or the
Commonwealth of Puerto Rico to dispense drugs in the practice of

medicine. Physicians are authorized to ase radicisotopes by a

-9 - Appendix "A"
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condition ol wpeciflc or general Fleenses Tasued by oo oo ss o,
One of the following three standard conditlons is lucludea .n each

specific license issued for numan use of radioisotones:

1. "Byproduct material shall be used by (a named phvsician)."

This condition is used in licenses to physicians in private practice.

2, "Byproduct material shall be used by, or under the super-

vision of, (one or more named physicians)." This condition is

used in licenses issued to medical institutions which have
medical isotopes committees to review all proposals for uses of
isotopes within the institution, The named physicians are thnse
designated on the application for license as haviag appropriate
nuclear medicine training and experience with isotopes. The
phrase "or under the supervision of" provides a means whereby
nonapproved physicians under the supervision of a prvsician
named on the license may obtain basic and clinical rad.oisotope
training and experience to enable them to qualify as authorized

users,

3. "A. Byproduct material shall be used by, or under the

supervision of, individuals designated by the (name of institution's

isotopes committee).

T Appencix A"



“B. The use of bypreduct material in or on h nall be b
a physician." This condition is used in ' -es issued to medical
institutions - usually medical scnoe’ =~ whose isotopes committees

have set up appropriate administrarive procedures, and training
and experience cri:eria, for the committee to approve individual
users. 'This condition also allows other physicians to obtain
training and experience under the supervision of a physician

designated by the committee as an authorized user

It is recognized by the Commission that physicians vutilize
technicians and other paramedical personnel to perform some of
the activities and manipulations involved in the medical uses of
radioisotopes. In such instances, the physician is still considered
to be the user of the byproduct material. The Commission has
developed with the assistance of its Advisory Committee on the
Medical Uses of lsotopes a list of responsibilities which shall
not be delegated by authorized physician users of radioisotopes -
except to other physicians who are under the supervision of
authorized physicians - and a list of activities that mav be
delegated by physicians to technicians and other paramedical
personnel. The proposed new 935,32 would codify these non-
delegable responsibilities and permissible delegations in the
Commission's regulations. Section 35,32 would also require

shysicians to determine that technicians and other paramedical

~11- Appendix A"



personnel are properlv wived to perform the activities which are
delegated to th vertification in nuclear medical technology

by either . American Registry of Radiologic Technologists or

the Registry of Medical Tachnologists would be deemed to satisfy
the requirement for such proper training; nowever, the Commission
does not consider it necessary to require paramedical personnel
who only assiet physicians with simple manipulations or in pro-
grams of limited scope to be fully trained and certified

technologists,

Seccion 20.403 of 10 CFR Part 20 of the Commission's regulations
requires licensees to notify the Commission of incidents involving
the exposure of individuals to more than certain stated amounts of
radiation. Paragraph 20,405(c) requires that any exposure of an
individual to radiation which is required to be reported to the
Commiseion shall also be reported to the individual. However, since
§20.107 of 10 CFR Part 20 provides that nothing in the regulations
in that part shall be interpreted as limiting the intentional
exposure of patients to radiation for the purpose of medical diag-
nosis or medical therapy, notifications have not been required of
incidents involving the exposure of patieunrs to radiation {f the
patient were receiving any intentional medical exposure. Although

incidents involving medical exposures have not been required to

- 12 - Appendix "A"



be reported, twelve instances of misadministrations ot radioactive
materiale involving twenty patients have been brought to the Com-
mission's attention, Since these incidents have generaliy involved
accidental or erroneous exposures of patients to radiation in amounts
or forms other than intended, it does not appear appropriate to con-
tinue the past practice of not requiring reports of such misadminis-~
trations of radiosctive materials to medical patients. The proposed
new paragraphs (a) and (c) of §35.33 would require licensees to
report misadministrations of radiopharmaceuticals or radiation from
byproduct material sources to the Commission. Paragraph (b) of

§ 35.33 would also require a notification to the patient or to a
responsible relative of the patient of a misadministration which
could cause a demonstrable adverse effect on the patient unless

in the physician's professional judgment such notification would be
contrary to the best interests of the patient or a surviving rela-
tive of the patient. (In accordaice with the Freedom of Information
Act and 10 CFR Part 9 of the Commission's Rules and Regulations,
coples of reports filed under these proposed rules, except for any
details which would identify the patient, will be available for

public inspection.)

Pursuant to the Atomic Energy Act of 1954, as amended, and
section 553 of title 5 of the United States Code, notice is hereby
glven that adoption of the following amendments to 10 CFR Part 35

Is contemplated. All interested persons who desire to submit

- 13 - Appendix "A"
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| written comments or suggestions (or consideration in ¢onnection
with the proposed amendments should send them to the Secregary of
the Commission, U. 5. aActomic Lnergy Commission, Washingt-», D. (..
; 20545, Actention: Clile:, Public Proceedings Staff, within 45 davs
after publicacion of this notice in the FEDERAL REGISTER. Copies
of comments on the proposed amendments may be examined at the
Commission's Public Document Room at 1717 H Street, i, I,

Washington, D. C.
1. Anew 375,32 is added to 10 CFR Part 35 to reau as ‘ollows:

§35.32 Conditions o l.:enses icr human uses of bvproduct material.

(a) The user of byproduct materials in or applied to humans
for diagnostic, therapeutic or investigational purposes shall be
a physician authorized by a condition of a general license or a
specific license, including a specific license of broad scope,
issued by the Commissicn (authorized physician).

(b) No authorized pnysician may delegate to persons who are
not physicians uncer the supervision of the authorized pavsician,
the following:

(1) The approval of procedures involving the idministration

to patients of radiopnarmaceuticals or the application to patients of
radiation from byproduct material sources,

(2) The prescription of the radivpbarmaceutical ot
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source of radiation and the dose or exposure to re

administered,

(3) The determination of the route or winistration,

(4) The interpretation of the results of Jisenostic
procedures in which radiopharmaceuticals are acministered.

(c) Subject to the provisions cof paragraphs (b), 'd), (e),

(£) and (g) of this section, an authorized physician =av permit
technicians and other paramedical personnel to pertorm the following
activities:

‘1) Preparation and quality control testing ‘¢ radio-

pharmaceuticals and sources of radiation,

(2) Measurement of radiopharmaceutical doses prior to

administrat ion,

(3) Use of appropriate instrumentation for the collection

of data to be used by the physician,

(4) Administration of radiopharmaceuticals and radiation
from byproduct material sources to patients, within limits
otherwise permitted under applicable federal, state or local
lavs.,

(d) Autnucized physicians who permit activities to be performed
by tecinicians and other paramedical personnel pursuant to para-
sraph (c) of this section shall:

(1) Prior to sucn »ermission, determine that such techni-

clans and other paramedical personnel have been nroperly trained

18 e wppendix A"
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been made to tne patient or to a responsible rels vl the
patient or shall state that notification - L 2iven because
in the physician's ‘udgment such no' _.cation would be contrary
to the best interests of the patient or a surviving relative of
the patient. [f che patient or relative is not notified, the
physiclan shall confirm that this decision was reviewed by a
local Ethics Committee or an equivalent group of peers and shall
state whether or not the committee or group concurred with the
decision,

(d) any notification or report filed with tne Commission
pursuant to paragraohs (a) and (c) of this section shall be
prepared sc that any details which would identify the patient

will be stated in a separate part of the notification or report.

(Secs. 81, 161, 68 Stat. 935, 948 as amended; 42 U.S.C. 2111,
2201).,

Jated at Washington, 0. C., this day of

T R R R R TR S™~™

1972,

FOR THE ATOMIC ENERCY COMMISSION

rvaul C. Bender
Secretary of the Commission
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BRAFT LiTgre JHE JOLNT COMM'TTEE ON ATOMYC ENERCY

*+ Encloseu ror the information of the 'oint Committee rn Atomic Tnergy
i3 a notice of proposed rule making to amend the Commission's regulation

10 CFR Part 35, "Kuman Uses of Byproduct Material." This rule will ‘mplement
several recommendations made bv the General Accounting Office in 1 recent studv
n "Proclems in the Use and Distribution of Radioactive Material in r7e Practice

of Medicine" und add several related reauirements.

<+ The proposed umendments wili (4) specifv certain responsibilities of |
physicians authorized to use bypreduct materials for human uses, (b) srecifyv
certain activities that may be delegated by phvsicians to tec'inicians and other
naramedical personnel, (c) require physicians to determine that cecnnicians
and otrner paramedical personnel are proper.iy trained to perform such activities,
‘d) require reporting to the Commission of misadministrations of bvproduct
materials or radiation therefrom, and (e) require notification to the patient
or nis family of misadministrations which could adversely affect the natient
uniess .1 the physician's professionai judgment such notification would be

contrary to the hest interests of the patient or his family.

Me notice of proposed rulemskink will be filed with the Of{ice of
the Feaeral Megister in rhe next few davs and will illow & period of forty~

“1ve (.. days for public comment after publication in the Foderal Registor.

tacjuaed 250 48 a capy of 4 publlc annewmceement we plan 1o fonue on

‘ri8 ratier in the aext few davs.
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APPENDIX “C"

AEC CONSIDERS RULE CHANGES CONCERNING RESPONSIBILITIES

OF PHYSICIANS IN USE OF RADIOACTIVE MATERIALS

The Atomic Energy Commiseion is considering amendments to its
regulations which would specify certain responsibilities for physicians who
are authorized to use radioactive materials in the diagnosis and treatment
of patients and would outline activities which may be delegated by physicians

to technicians who assist them.

The proposed rule includes a requirement that medical licensees must
report to the Commiseion all misadministrations of radioactive materials and
must notify the patient or his family of any misadministration which could
cause a demonstrable adverse effect on the patient unless in the physician's
judgment such notice would be contrary to the best interesis of the patient

or the family., All reports will be available for public inspection.

Misadministration would be defined to include administration of (1) a
radiopharmaceutical, or radiation from a source, other than the one intended,
(2) a radiopharmaceutical or radiation to the wrong patient, or (3) a dose of
radiopharmaceutical or exposure to a radiation source outside of the intended
deose range prescribed by the physician or by a method of administration other

than intended by the physician.

Under the proposed amendments, certain responsibilities must be carried
out personally by the authorized physician and may not be delegated except to

other physicians under his supervision, lhese incluae:

Prescribing the radiopharmaceutical or source of radlation and the
quantity or exposure to be administered
+  Approving all patient procedures involving the administration of
rad fopharmaceuticals or the application of radiation
« Datermining the method of administration
+ Interpreting the results of diagnostic procedures in which radio-

pharmaceuticals are administered.
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llowever, physicians would be permitted to delegate to technicians and
other paramedical perscnnel the performance of certain activities including
nreparation of radicphamaceuticals and measurement of dosages prior to
administration, and the use of appropriate instrumentation for the collection
of data to be used by the physician. The proposed rules would require physicians
to determine that technicians have been properly trained to perform their duties,
to describe their training propram for technicians in the license application,
and to maintain records showing the basis for determination of technician

qualifications.

All interested persons are invited to submit comments and suggestions
concerning the proposed amendments to the Secretary of the Commission, U. §.
Atomic Energy Commission, Washington, D.C. 20545, Attention: Chief, Public
Proceedings Staff, Comments and suggestions should be received not later than
45 days following publication of the proposed amendments in the FEDERAL RECISTER

on . Comments received will be available for review

at the Commission's Public Document Room 1717 H Street, N.W., Washington, D.C.
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Date

Subject:

Purpose:

Discussion:

Recomnendations:

POLICY SESSION IT" .4

SUMMARY SIHLE]

PROPOSED AMENDMENTS Y0 10 CFR p } USER AN
REPORTING REQUIREMENTS FOR MLDICAL USES OF BYPRODUCT
MATERIALS

To geek Commission approval of proposed amendments ¢
10 CFR Part 35 which would specifv certain respon-
sibilitles of physicians anc allow certain delegatior
to paramedical personnel, require appropriate trainin;
of paramedical personnel, and require reportins to the
Commission and to the patient or his famil mis-
administrations of byproduct material,

The proposed amendments w'u fmplement recommendat |
made by the General Accoun:ing Office '‘hat AEC ()

define the activities that may pe delegated by physiciar
and those that may not, (2) require physicians to deter-
mine that technicians have been properly trained, and
(3) require medical licensees to report to ALC mis-
adminiscrations of radioactive material (o patients.

The proposed requirement for notifying patients or their
families of misadministrations was recommended by the
Advisory Committee on the Medical Uses of Isotopes.

It is probable that the proposed requirement for notify-
ing the patient or his familv of misadministrations
which could adversely affect the patient will result

in reaction and comments from members of the medical
profession with respect to their feeling that it is ar
unnecessary and inappropriate governmental interference
in a professional ethical matter.

The Commission agreed (Policy Session Item SECY-R 462 %
May 18, 1972) to implement items 1 and 2 of the above
GAO recommendations, The issues remaining to be re-
solved are whether to require reporting to the Commissic
and to patients or their families of misadministrations
of byproduct material.

The Commisslion

*SECY-K

46!

(a) approve ublication in tne Federal Regist !
ARRroE ¢ : S '
posed amendwents to 10 CFR Part 35 whicn wou (1
"Proposed Letter to the Honorable Llimer I taats,
Comptroller General, Commenting on Draft CAQ Repor:

OEFICIAL 1ISF ONIY



T Pre—

ael

Coordination:

(b)

The
for
The
The

\iaval Reactors and Operatiocnal Safety concur.

e

- - e R\\ a [UF

-cify certain responsibilities of onysicians
authorized to use byproduct macerials in ‘umans ,
(2) specify certain acitivities that may oe dele-
gated by physicians to paramedical personnel, (3)
require appropriate training of paramedical per=
sonnel, (4) require reporting to the Commission of
misadministrations of byproduct material, and (5)
require notification to the patient or his family
of misadministrations that could adversely affect
the patient unless in rhe physician's professional
judgment such notification would be adverse to the
best interests of the patient or a surviving relative,

note:

1. the proposed amendments will be published i{n the
Federal Register for a 45-day comment period;

2. if no significant adverse comments or signifi-
cant questions are received and no substantial
changes in the rule are indicated after the
public comment period, the Director of Regulation
will arrange for publication of the amendments
in final form (Commissioner Doub will be in-
formed of all comments received); if eignificant
adverse comments or significant questions are
received or substantial changes in the text of
the rule are indicated, the revised amendment
will be gubmitted to the Commission for approval;

2+ the JCAE will be informed;

4. a public announcement will be issued;

5. an environmental statement need not be prepared,
Offlce of Genera' Counsel (Assistant General Counsel
Licensing and Regulation) has no legal objection,

Division of Applied Technology has no objections.
Divisions of Biomedical and Environmental Research,
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5chedu11ng: At an early Policy session,

Contace:

L. Manning Muntzing
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Director of Regulation

lames R. Mason, i-7463
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Commissioner Ramey
Commissioner Larson
Commissioner Doub
Commissioner Ray
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Congressio
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Operational Safety 3
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Director of Regulation 1

Deputy Dir. of Regulation 1
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O?'!C[Ak.ﬂst ONLY

ATOMIC ENERCY COMMISE roN

PROPOSED AMENDMENTS TO 10 CrR PART 35: USER AND REPORTING
REQUIREMENTS FOR MEDICAL 1 £

SES OF BYPRODUCT MATERIALS

Rgggrs to the Director of Kegulation by the Director of Licensing

THE PROBLEM

l. To consider proposed implementation of recommendations made by

trie Genera! Accounting Office and relaced additional requirements on

regulating the medical uses of radicactive materials by amending 10 CFR

Part 35, "Human Uses of Byproduct Material." Th- Proposed amendments

would (1) specify certain responsibilities of physicians authorized to use
byproduct materials for human uses, (2) specify certain activities thar
2av be delegated by physicians to technicians and other paramedical per-
sonnel, (3) require physicians to determine that technicians and other
“aramedical personnel are properly trained to perform such activities, (4)
Tequire reporting to the Commission of misadministrations of Svproduct

materials or radiation therefrom, and (3) require notification to the patient

or his family of misadministrations which could adverselv affect the patient.

SACKGROUND AND SUMMARY

2, As part of a review of the Commission's repulatory program, the

~neral Accounting Office has reviewed curtain matters related to the

erficliency and effectiveness of ALC's inspectfon and enforcement programs
‘or materials licenses. €AO furnished to the repulatory statt o drare
report to the Congress on this review, [Ihe report was issucd in final

form on August 18, 1972.

3. On May 23, 1972, the Director of Regulation sent a letter to the
Honorable Elmer B. Staats, Comptroller Geneval, commenting on the recommenda-
tions made by GAO in their draft report. This letter had been approved by

the Commission as Policy Session Ttem SECY-R 462"n May 18, 1972. We have

¥SECY-R 367 - “Proposed Letter to the Honorable Fimer B, Staats,

Comptroller General, Commenting on Draft GAO Report',
s e
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had infurmal discussions with the GAO staif on the

osad repre oy g

l:plo.nnttng the GAO fecommendations., [t ig « underscanding from :he

discussions that the amendments to 10 (FR Part 35 proposed herein wi1i! he

consistent with the fecommendations covered in their report,

4. In chapter 3 of the report cealing with medical uses of rigfoactive

materials, CAO recommended that AEC:

==~ Define in its medical licenses or regulations the activitjes that

may be delegated by physicians ind those that may not.

== Kequire that physicians determine vl ether technic{.ing 118 seen

properly trained to perform their duties and wesp rocords

chowing the bases for such determinations.

=~ Establish a specific requirement that suppliers verify that

transferees are authorized to receive the quantity or tvpe of

material being Enipped and provide guidanc: as to acceptad le

methods of verification. (While thig recommendation was made by

GAO because of ite medical uses connotation, its implementatfon

will involve other categories of .icensees, especially commercial

suppliers. This recommendation is the subject of a separate staff
paper : SECY-R-571.*

== Require medical licensees to report to AEC all known misadministra-

tions of radicactive material to patients so that AEC can letermine

the causes and whether adequate corrective actions were taken by

the llcensce.

5. The GAO report stated "Under AFC's interpretation of current regula-

tions, medical licensees are not required o report the accidental ovrer=

exposures of patients to radiation during intentional exposures ior medical

diagnoses or therapy when such exposures ave attributed exclusively to the

actions of physicians or to those acting under their orders,"

The basis for not

requiring reports of such accidental overexposures is the language of

10 CFR 20.107 which States that "Nothing in the regulations in this pare

shall be interpreted as limiting the lhtontxonal exposure of patients to

radiation for the pPurpose of medical diagnosis or medical therapy." Although

. . roposed Amendments to 10 CFR Parts 37, 40,
Transfer of Radioactive Material,

B T mam .

and 70 -
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8Such reports nave n~ “N reauired and no statiftics on the extent o ; 4is-

administraron «€ availabie,

twelve instances of misadminxstrations of

ra‘iophnrneccutlcall involving 1 total of 20 pacients have been brought -

AEC's attent:on from February 194] through Apri) 1972,

6. GAO noted that while the Commission 'y licensing pPractices reayire

physiciang who use Lsotapes to nave formal training and experience in the use,

handllna and administration of these materials, they do not provide mimimum

qualification Standards for technicians who assist physicians, since the
Comuission considers physicians responsible ‘op ensuring that techniciang

assisting tnem dre adequately trained to poerfaenm their assigned casks., 4

number of the mxsadninlntrntions of isotopes to Patients . hich GAO reviewved

involved technicians angd other Parameaical personnel making mistakes in the

ordcrln; and preparation of radiopharmaceuttcals and the apparent ir idequate

training and supervision of these technicians,

7. The staff hasg developed, with the ussistance of the Advisory

Commicttee on the Medical Uses of lsocopes, 4 st of responsibilities which

may not be dele ated by authorized Phvsician usurs of radioisote €8 -~ except
2 P P

to other phvsicians who are under the sSupervision of authorized physicians -

and a list of dctivities which nay ce delegated by physicians to paramedical

assistants, ¢ responsibilitieg which must be retained ang activities whici

st be performed by physicians involve decisions on individual cases which

require che *xercise of medica] judgoment, 1%,

ictivities wivich may he
delegated ¢, Paramedical assistang, e Ahoso indel are pertormed using
28tablished Procedures ang techniques hye WHISH do not reaui pe the making o

declsions Involving medical Judgement oy famividual cuases . Paragraphs ta),
(b) and (c) of the proposed new ; 35.32 of 10 R 35 would codify these non~
delegable responsibilic!

es and permisgiblo delegations in rhe Commissinn's

réegulations.
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ilcenseee -, describe iq their applic

and/or dctornxnin; the qualifications o such person

shall pe «ncluded in such training would

Sectiun 33, 12 (d)(2) would require dppropriate rot

pruftc:ency and to keep dabreast of developments in ¢

technology, section 3>.32(e) would provide that cert
technology by vither :the Amer lcan Registry of Radiolo
Registry or Medical Technologises will bhe deemed . ¢

requirements .

. The Scope ang omplexity of Activitieg wh

~<h

medical Personnel to perform vary widely from l'censes
fore, ic is ot practicable Or reasonable to Specify i

amount of training which should be Fequired for syuch per

quantitative itandards for training were Prescribed in
might be ugeq S0 weaken the Stature

certification Programs which have been developed by the
vidiologie rcrnnolugxsts and the Regiscey of Modical

with the American College of Radiol\gy. the American 2,

Bists and the Jociery of Nuclear Medicine, (n the otiher
by these registrics acceptaole evidence of adequate ¢
feasonable ro require Paramedical Personnel who anjv $s

simple ranipulations .r in programs of Limited Reope *p
rertitted technclogists . 'nu'liwtinu in JERE Sl I O3 & ST
cluded fn technicfan craining wvould follow the precedent
for Tegulating the training of Industrigg radiographors
ROt 3 quantitative requirement, f{¢ would provide paveicia
the

subject matter to be covered to Qualir,

duties and Wwould aid physicians (p dcscriblng

for training techniciansg, Furthermore, (¢ would provide

Directorate of Regulatory Operations to review the trainis

of paramedica] Personnel as pare of inspections or

-duaIIMQMeu.
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be listed i~
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theijy assistants to

in their anplicatinna.

“I%ed nvagram fop trainiag

Nei. The sSubjeoes which

35.32(d) (1), Sub-

% nux'ltmance ot

i

# Tiald of nuclear medical

1ffecation iq nuclear medai a3,
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there~
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