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SUMPARY SilEET

Subiects PROPOSED AMEND %NTS TO 10 CFR PART 35: USER AND |

REPORTING REQUIREMENTS FOR MEDICAL USES OF BYPRODUCI
MATERIALS

Purpose: To seek Commisolon approval of proposed amendments to
10 CFR Part 35 which would specifv certain respon-
sibilities of physicians and allow certain delegations
to paramedical personnel, require appropriate t rainin; l

of paramedical personael, and require reporting to the |
Comm!.ssion and to the patient or his f amily of mis- )
administrations of byproduct material.

Discussion: The proposed amendments would implement recommenda t t ars
made by the General Accounting Office that AEC (1)
define the actisities that may be delegated by physicians i
ar.d those that say not, (2) require physicians to deter- ;
mine that techni:ians have been properly trained, and )(3) require medital licensees to report to AEC mis-
administrations of radioactive unterial to patients. .

The proposed requirement for notifying patients or their
families of misadministrations was recommended by the
Advisory Committe e on the Medical Uses of Ipotopes.
It is probable that the proposed requirement for notify-
ing the patient a his f amily of misadministrations
which could adversely affect the patient will result
in reaction and cmments from members of the medical
profession with rinspect to their feeling that it is an
unnecessary and inappropriate governmental interference i

in a professional ethical matter.
t

Issue: The Commission agreed (Policy Session Item SECY-R 462,*
May 18, 1972) to implement items 1 and 2 of the above
GA0 recommendations. The issues remaining to be re-
solved are wheths.r to require reporting to the Commission
and to patients or their f amilies of misadministrations
of byproduct material.

Recommendattuns: The Commissiua

(a) approve publication in the Federal Register of pt i -
posed amendmenta to 10 CFR Part B which wule ( t)

BECY-k 462 - " Proposed Letter to the Honorable lilmer h. Staats,

Comptroller Gerteral, Commenting on Draft G.W kepor: |
9902010335 730111
PDR SECY
R-621 R PDR '
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specify certain responsibilities of physi: tans
authorized to use byproduct materials in ..umans
(2) specify certain acitivities that may be del,
gated by physicians to paramedical personnel e-

require appropriate training of paramedical per-
, (3)

sonnel, (4)
require reporting to the Commission of

misadministrations of byproduct naterial, and (5)
of nisaduinistrations that could adversely affectrequire notification to the patient or his family
the patient unless in the physician's profes io
judgment such notification would be adverse to thes nal

best interests of the patient or a surviving relative.(b) notet

1.
the oroposed amendments will be published in the
Federal Register for a 45-day comment period;

, 2.
If no significant adversI comments or signifi

changes in the rule are indicated af ter thecant questions are received and no substantial-
will arrange for publication of the amendmentspublic comment period, the Director of Regulation
in final form (Commissioner Doub will be in-
adverae comments or significant questions areformud of all comments received); if significant
received or substantial changes in the text of
the rule are indicated ,the revised amendme twill be submitted n

to the Commission for approval;
3.

the JCAE will be informed;
4,

a public announcement will be issued;
s.

an environmental statement need not be preparedCoordination:

The Office of General Counsel (Assistant General Cou
.

for Licensing and Regulation) has no legal objectinsel \

The Division of Applied Technology has no objections.on. (

The Divisions of Biomedical and Environmental R
'

Uaval Reactors and Operational Safety concuresearch.
.
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Secrotaay 10
Chairman Schlesinger 3

Commissioner Ramey 2

Commissioner Larson :
Commissioner Doub 2

Commissioner Ray
General Manager 1

Deputy Gen. Mgr. 1

Exec. Asst, to Gen. Mgr.
General Counsel 4

Controller 1

Information Services :
Inspection 1

Off, of Planning 6 Analysis 2

Congressional Relations 1

Asst. GM for Admin. 1

Asst. GM for E6D Programs 1

Applied Technology :

Asst. GM for EGS .

Operational Safety 2

Asst. GM for Nat'1. Security 1

Naval Reactors 2

Asst. GM for Research 1

Biomedical 6 Er.v. Research 1

Director of Regulation 1

Deputy Dir. of Regulation 1

Asst. Dir, of Regulation 1

Dir., Off, of Admin.-REG. 3
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I

PROPOSED AMENDMENTS TO 10 CFR PART 35: USER AND REPnRTING
REQUIREMENTS FOR MEDICAL USES OF BYPRODL*CT MATERI ALS

- . - - . _ . ,

Report to the Director of ReRulation by the Director ni Licensing

THE PROBLD4

To consider proposed implementation of recommendations made by1.

tne General Accounting Of fice and related 1dditional requirements on

regulating the medical uses of radioactive materials by amending 10 CFR

Part 35. " Human Uses of Byproduct Material. ' The proposed anendments

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

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

may be delegated by physicians to technicians and other paramedical per-

technicians and othersonnel, (3) require physicians to determine that
|

raramedical personnel are properly trained to perform such activities. (4)

require reporting to the Connission of misadministrations of bvproduct

materials or radiation theref rom, and (5) require notification to the patient
affect the patient.

f amily of misaaministrations which could adverselvor his

JACKGROUND AND SUMMARY

theof a review of the Commission's regulatorv program,2. As part

e:aln matters related t o theknerel Accounting Office has reviewed et

ef ficiency and ef f ectiveness of Al:C'~ inspec t ion and ent'orcement p r og rams
a drat'tGA0 f urniahed to the regulatorv st at tfor materials licenses.

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

form on August 18, 1972.

a letter to the
3. On May 23, 1972, the Director of Regulation sent

Honorable Elmer B. Staats. Comptroller General, commenting on the recommenda-
This letter had been approved by

tions made by GAO in their draft report.
We have

the Connission as Policy Session Item SECY-R 462 *on May 18,1972.
Staats,

" Proposed Letter to the Honorable Elmer B."stcY-R 4o2 GAO Report".-

Comptroller General, Commenting on Draft
- 1-
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had informal discussions with the CAO itaf f on the croposed tor or

i:nplementing the GAO reconsnendations. it is our understar .,. trem tnese

discussions that the amendments to 10 CTR Part 35 proposed heroin wtil se

censistent with the recomenuations covered in their report.

4 In chapter 3 of the report dealing with medical uses of r1cioactive

materials. CAO recommended that AEC:

-- Define in its medical licenses or regulations the activities that*

may be delegated by physicians and those that may not.

-- Require that physicians determine whether technicians have reen

properly trained to perform their duties and keep records

showing the bases for such determinations.

-- Establish a specific requirement that suppliers verify that ,

1

transferees are authorized to receive the quantity or tvpe of
1

material being shipped and provide guidance as to acceptable

methods of verification. (While this recomendation was made by

GAO because of its raedical uses connotation, its implementation

will involve other categories of licensees, especially remmercial j

'

This recomendation is the subject of a separate staf fs uppliers .

SECY-R-571,/*paper

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

tions of radinactive matertai to patients so that AEC can determine

the causes and whether adequate corrective actions were t aken by
,

the licenwe.

5. The CAO report stated "Under AEC's interprstat ion af current regula-

tions, raedical licensees are not required to report the accidental over-
i exposures of patients to radiation during intentional exposures for r.edical
|
|
' diagnoses or therapy when suc' exposures are 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 part

shall be interpreted as limiting ,t'he intentional exposure of patients to

radiation for the purpose of medical diagnosis or medical therapy." Although* '

-.
"SECY-R 571 - " Proposed Amendments to 10 CFR Parts 30, 40, and 70 -'

Transfer of Radioactive Material.
. .

.- -,
, ~ .,.-- 4.- ,
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6 .is-such reports have not been required no statietics en one extent

administrations are availabh .selve instances of misadministrations of

radiopharmaceuticals involving 2 total of 20 patients have been brought to

AEC's attention from February 1961 through April 1972.

6. CAO noted that while the Cocw.ission'a licensing practices recuire

physicians who use isotopes to have formal tra:ning and experience in the use,

handling and administration of these materials, they do not provide minimum

qualification standards for technicians who assist physicians. since the

Commission considers physicians responsible for ensuring that techni:i ans

assisting the= are adequately tratned *.a perform their ass igned tasks. A

number of the misadministrations of isotopes to patients chich CAO reviewed

involved technicians and other paramedical personnel making mistakes in the

ordering and preparation of radiopharmaceuticals and the apparent inadequate

training and supervision of these technicians,

7. The staff has developed, with the assistance of the Advisory

Committee on the Medical Uses of 1sntopes, a list of responsibilities which

may not be delegated by authori;cd physician usurs of radioisotopes - except
,

to other physicians who are under the supervision of authorized physicians -

and a list of activities which may be delegated by physicians to paramedical

~~ c responsibilities which must be retained and activities whichassistants. a

must be performed by physicians involve decisions on individual cases which

require the axercise of medical juds;ement. Be '.ctivi ties which may b e

delegated ta pramedical assistants aru t him :n i ch ir e pe r f o r me d us i n e,

established procedures and techniques but wl'' a do not reaut re the making c:

decisions involving medical judgement un i ndi. tdua l cases . Paragraphs (a)..

(b) and (c) of the proposed new i 35.32 of 10 7FP 35 would codify these non-

delegable responsibilities and permissible de egations in the Commission's

re gulations .

8. Paragraph (d) of 5 35.32 would require physicians to determine that

paramedical personnel are properly trained to perform their duties and to

record the bases for such determinations and paragraph ( f) would require

3

ArmMPm % rr erm + rug 57
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licenser cescrite in their applicaticus t!wir t roNsed Program for trainint

r sr determning the qualifications of such personnet. The subjects which

shall be included in such training would be listed in 35 32(d)(1). S ub -

section 35.32 (d)(2) would require appropriate retrainine fer maintenance ei
,

proficiency and to keep abreast of developments in tne field of nuclear medical

t echnology . Section 35.32(e) would provide char certification in nuclear medical

technology by either the American Registry of Radiolos.e Tecunologints or the
i

I
- - Registry of Medical Technologisr . will be deemed ta satisfv the t raining i

req ui rement s .

9. 11:e scope and tomlexity of act ivit ten whicn r:tys icians authorize para-

medical personnel to perform vary widely from licensee to liNnece and, therc-

' fo re , it is not practicable or reasonable to specify in regulations the mini tun

amount of training which should be required for such personnel. If rninimum

quantitative atandards for training were prescribed in the regulations, they

might be used to weaken the stature of the extensive techalcian training und

certification programs which have been developed by the American Registry of

bdioloe,1c Tecanalogis ts a <l the Regist ry of Medical Technclogit.ts in cooperation

with the American College of ladiolo gy, the lunerican Sm iety of Clinical Patholo-

gists and the .inciet~ of A clear Medicine. On the otuer hand, while certification

5)y these registries is accertaole evidence of adequa' . training, it would not te

reasonaole to require paramedical persnnnel wno oniv . nim i s t phys ic ta'is with

simnle eranipulations or in programs of ilmited scope to he fully trained ard

_. .- ._ _
t rt t r ieri te bnr.luvists The listing in 15 '1? f .1) t l e or .ne iect s i . be h-

cluded in technician . raining would folloN t he precedent 4et in 10 CFR part la

for regulat ing the t raining of indus ta t al radio.tr:q'tw rs . Ti! ) e t h i ri !Isting t-

not a quantitative requirernent , it would provide phvpicians uith an outline of

the subject matter to be covered to qualify their assistants to perform their

duties and would aid physicians in describing in their applications, their progrut

for training technict ans. Furthermore, it would provide a basis for the

Directorate of Regulatory Operations to review the t raining and qualificat ions

of paramedical personnel as part of inspections or incident investi ptions of

medical licensues.

. 4
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10. With respect to requiring medical licensees to report misadminis t ra t ions

of radioactive materials, the May 23, 1972, letter to the Comptroller General

stated that this recommendation 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 a menxirandum 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 tho study

of CAO's recommendatica on the reportability of misadministrations of tadio-

active materials, the policy questions of whether investigation 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 f amily of significant

misadministrations.

11. A special meeting of the Advisory Committee on the Medical Uses of

Isotopes was held on June 25, 1972, to study this CAO recommendation and the

related considerations of misadministrations. The consensus of the Committee

was;

a. Regulations should require licensees to report to the Commission

all misadministrations of radiopharmaceuticals or radiation from tele-

therapy and brachytherapy sources. Misadministration would be defined
I

co include administration of (1) a radiopharmaceutical, or radiation !

,
from a source, other than the one intended. (2) a rac'iopharmaceutical ;

| 1

or radiation to the wrona patient, or (3) a dose of a radiopharmaceutical

or exposure to a radiation svirce outside ot' the intended dose range |

|

prescribed by the physician or by a route of administration other than

intended by the physician,

b. A physician has an ethical responsibility to inform the patient

or his family about a misadministration which could adversely af fect

the patient, unless in the physician's professional judgment it would

be contrary to the best interests of the patient to do so. It would

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

-5-
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f amily of such misadmin ist r:tt i-nw dinre (nis would inter rere wit h tb

normal physician-patient relationship, but it would be appror ter

i
the Comission to assure that the physician carries out r es pon s i- ;

bility described above by making it a regulatory requirenent.

c. The physician-patient ;rivilege is solely for the protection of

the patient . If the patient's identity and other details necessary to

protect the patient f rom unwarranted invasion of privacy are deleted,

the Committee foresaw no reason why reports of misadminist rations and
i

related correnpondence with 11tensees should not be tva ilable to the
,

p ubl ic .

12. The new 5 35.33 would add a requirement for licenseos ta renort to

the Comission any misadministration af byproduct materials or radiation

theref rom and to notify the patient or a responsible relative of the patient

of any misadministration which could cause a demonstrable adverse eff ect on

the patient unless in the physician's pro fessional j udgment such notifica tion

would be contrary to the best interests of the patient or a surviving relative j
!

of the patient. These proposed requirements were not included in the GAO

rec omenda t ions . Rather they are based 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 11b. above) .

13. The new I 35.33 would also require that if the misauministration

jcould tause a demonstrable adverse ef fec t on the patient. the l ic en se e 's

report to the Commission F.nali eit her wnli rm t hat no t i f ica tion ius been

made to the patient or to a responsible relative of the patient or shall

state that such notification was not given because in the phys !:: ian 's j ud gmen t

such notification would be contrary to tne best interest <i of the pat lent or a

surviving relative of the patient. If ' he patient or relative is not notified.t

the physician 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

comittee or group concurred with the decision. The decision not to notify

the patient or family would be part of the pubitc record on the reported

mis a dminist ra t ion .

_ o-
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~r . tne pat ient.s or resoon-14 Although the proposed requirement

sibic relatives of misadministrations was .mr. ended hv the Advisory Committee

on Medical Uses of Isotopes (composed primarile 4 rnysicians, including the

then president and several trustees of the Society of uclear Medicine), if

this proposed requirement is publisned in the e:ieral Register for comment, it
|is probable that members of the medical professian sill suomic consideraale
1
1

i

comments and reactions with respect to their s alingr that Inis is an unneces-

I

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

"T \FF X'Y"1NTE

15. The Directorates of Regulatory F r andards and Meculat orv nperations

and the Divisions of Biomedical and Environten;al P.esearch, h val Reactors ano

Operational Safety concur in the recommendatiers et this paper. The of fice

of the General Counsel has no legal objection and the Division of Applied

Technology has no objection. The Of fice ' Information Services prepared the

draf t public announcement. The Of fice of Conrressional Relations concurs in

the draft letter to the .'oint Comittee on Atomic Energy.

PECC RENDA1 ES

16. The Director of Regulation recommencs that the Atomic Energv |

Commission

Approve publication in the Federal llegister of prnposeda.
amendments to 10 CFR Part 15 which would: ill specifv eertain
responsibilities of physicians autneritea to use byproduct
materials for human uses. (2) spec U _rtain u tivitics that

may be delegated hv physicians to techr.1-ians and other paramedical
personnel, (3) require physicians to eetermine that techu lc ians and
other paramedical personnel are properlv trained to perform such
activities, (4) require reporting to the Commlujon of misadministra-
tions of byproduct naterialm or raaiatier thereirem, and (5) tequire
notification to the patient or a responsible relative ef the patient
of misadministrations which could adversely af fect the patient unless
in the physician's professional jaazment sucn notification would be
contrary to the best interests of the L atient or a surviving relative.

b. Note that the notice of proposeo rule making in Appendix "A"' ~

will be published in the Federal pyister, allowing 45 days for public
- comment;

c. Note that, if af ter 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
indicated, 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 substantial changes in
the text of the rule are indicated, the revised amendment will be
submitted to the Commission for approval;

-].
,,
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d. Note that the Jof- . Ittee on Atomic Energy will be Informed

of these actions by - .cr such as .\ppendix "'1":

e. Nge, t a public announcement nuch .a Appendi x "C" w ill be
issued on 1.1.ng of the notice of proposed rule making with the Of fice
of the .",. oral Register,

f. Note that an environmental impact statement need not be prepared
in connection with this rule making action since the proposed amendments
of 10 CFR Part 35 will not significantly af fect the quality of the human
environment.

LIST OF ENC 1.0SURES

APPENDIX PACE NO.

"A" Notice of Proposed Rule Making.. 9. . . ..... , .

"B" Draft Letter to Joint Committee on Atornic Ene rgy . . .l
'

. .

"C" Draft Public Announcement. 22. . .. ... .. . . ... . ...

|

1
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|

|
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APPENUlX "A"

Nr0MIC ENERGY COMMISSION

*

(10 CFR PART 35]

HUMAN USES OF BYPRODUCT MATERIAL
,

User and Reporting Requirements

- ,

The Atomic Energy Commission has under consideration amendments
,

to its regulations in 10 CFR Part 35 "!!uman Uses of Byproduct

Material " to 1) specify certain responsibilities or physicians

authorized to use byproduct materials for human uses, 2) specify

certain activities that may be delegated by physicians to techni-

cians and other patamedical personnel, 3) require physicians to

determine that technicians and other paramedical personnel are

properly trained to perform such activities. 4) require reporting

to the Commission of misadministrations of byproduct materials or

radiation therefrom, and 5) require notification to the patient or
6

a responsible relative of the p1tient of the misadministration of

byproduct materials or radiation therefrom whicn ;ould aJversely

affect the patient.

In its licensing of the medical uses of byproduct materials
_ . - _ _ _ _ . _ . . . __ __

(radioisotopes; pursuant to 10 CI'R Part 35, the Commission requires

that the responsible user be .i physician licenseu by a State or

territory of the United States, the District of Columbia or the

Commonwealth of Puerto Rico t u dispense Jrup in the practice of

medicine. Physicians are .iurhorized to we radiaisntopes by .i

- 9- Appendix "A"
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condit ion o f speci f ic or gene t.i t licensei l as ue.1 h v e n e . u i w t ion .

One of the following three st.indard rondit tons is incluJea .n e.ich

specific license issued for numan use of radioisotopes:

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

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

Iused in licenses issued to medical institutions which have
|
!

medical isotopes comittees to review all proposals for uses of j

isotopes within the institution. The named physicians are those |
1

designated on the application for license as having 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 ptvsician
I
i

named on the license may obtain basic and clinical radioisotope j

training and experience to enable them to qualify as authorized

users.

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

1

supervision of, individuals designated by the (name o f ins t it ution's

isotopes committee).

- 10 Appendix "A"
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"B. The use of byproduct material in or on h anall Se 5v

a physician." This condition is teed in * -es issued to medical
|

institutions - usually medical senoo' - whose isotopes ecmmittees

have set up appropriate administrative procedures, and training

and experience criteria, for the crmmittee to approve individual
l-
'

use rs. 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 utilize

technicians and other paramedical pensonnel 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 ma t e ri al . The Conalssion has

developed with the assistance of its Advisory Committee on the

skdical Uses of Isotopes 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 may be

delegated by physicians to technicians and other paramedical

, pe rsonnel . The propos'ed new 535.32 wou11 codify these non-
1

delegable responsibilities and permissible delegations in the

Commission's regulations. Section 35.32 would also require

physicians to determine that technicians and other paramedical
!

|
|

|

-11- Appendix "A"
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personnel are properl" .ned to perform the activities which are

delegated to tb certification in nuclear medical technology

by either .a American Registry of Radiologic Technologists or
,

the Registry of Medical Tenchnologists would be deemed to satisfy
"

the requirement for such proper training; however, the Commission

does not consider it necessary to require paramedical personnel

who only assist physicians with simple manipulations or in pro-

grams of limited scope to be fully trained and certified

technologists.

I
4

Section 20.403 of 10 CFR Part 20 of the Commission's regulations
i

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

Commission shall also be reported to the individual. However, since
l

120.107 of 10 CFR Part 20 provides that nothing in the regulations I
i

in that part shall be interpreted as limiting the intentional
;

I

exposure of patients to radiation for the purpose of medical diag- l

i

nosis or medical therapy, notifications have not been required of,

.
incidents involving the exposure of patients to radiation if the

patient were receiving any intentional medical exposure. Although

incidents involving medical exposures have not been required to

I

<

!
,

|

1
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be reported, twelve instances of misadministrations of radioactive

materials. involving twenty patients have been brought to the Com-

mission's attention. Since these incidents have generally 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 misadmints-

trations of radioactive materials to medical patients. The proposed

new paragraphs (a) and (c) of 535.33 would require licensees to

report misadministrations of radiopharmaceuticals or radiation from

byproduct material sources to the Commission. Paragraph (b) of

5 35.33 would also require a notification to the patient or to a

responsible relative of the patient of a misadministration which !
1

could cause a demonstrable adverse effect on the patient unless !

in the physicisn's professional judgment such notification would be

contrary to the best interests of the patient or a surviving rela-

tive of the patient. (In accordaace with the Freedom of Information

Act and 10 CFR Part 9 of the Commission's Rules and Regulations,

copies of reports filed under these proposed rules, except for any

details which would identify the patient, vill be available for l

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

given that adoption of the following amendments to 10 CFR Part 35

is contemplated. All intorested persons who desire to submit

i

I

!

;'
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written comments or saggestions for. consideration in ecnnection

with the proposed amendments snould send them to the Secretary of

the Commission, U. S. Atomic Energy Commission, Washingt *. D. s!.

20545, Attention: Chief, Public Proceedings Staf f, within 45 days i

af ter publication of this notice in the FEDERAL REGIS'iER. Copics

of comments on the proposed amendments may be examined at the

Commission's Public Docunent Room at 1717 H Street,... Lt. ,

Washington, D. C.

1. A new I').32 is aJded to 10 CFR Part 35 to reau as follows
. . . . . _

135.32 Conditions of li:enses scr human uses of byproduct material.
1

|
(a) The user of byproduct unterials in or applied to humans |

1

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 authorited pnysician may delegate to persons who are
,

not physicians uncer the sapervision of the authorized physician,
i

the followings

(1) The approval of procedures involving the .idministratien
!to patients of radiopnarmaceuticals or the application ta patients of

radiation f rom byproduct rntorial sources,
I

(2) The prescription af the radiopharmiccutical or

| -

I
i

f
i

|

9

4

1
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source of radiation and the dose or exposure to ee

administered,

(3) The determination of the route of .inistration,

(4) The interpretation of the results of diagnostic

procedures in.which radiopharmaceuticals are administered.

(c) ' Subject to the provisions ef paragraphs (b), rJ), (e),

(f) and (g) of this section, an authorized physiciaa may permit

technicians and other paramedical personnel to perform the following

activities:

(1) Preparation and quality contral testing ?! radio-

pharmaceuticals and sources of radiation, r

(2) .'leasurement of radiopharmaceutical doses prior to

ad minis t ra t ion , |

(3) ' Use of appropriate instrumentation for the collection '|

of data to be used by the physician,
s

(4) Administration of radiopharmaceuticals and radiation

from byproduct material sources to patients , within limits

otherwise permitted under applicable federal, state or local

14vs.

(d) Autiwsided physicians who permit activities to be performed

by technicians and other paramedical personnel pursuant to para-

graph (c) of this section shall:

(1) Prior to rucn permission, determine that such techni-

eians and other paramedical personnel have been properly trained

I

j

l
1

i

!~
l'
l

I j

:-

:
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to perform their duties. Th' 44aing shall include t raintn.:

in the following subje as applicable to the duties assigned:

(1) Cr .ral characteristics of radiation and radio-
active materials.

(ii) Physical, chemical and pn' arnaceutical character-

istics of each radiopharmaceutical to be used.-

(iii) >bthematics and calculations basic to the use

and measurement of radioactivity, including units of

quantity of radioactivity (curies, millicuries, micro-

curies) and units of radiation dose and radiation exposure.

(iv) Use of radiation instrumentation for measuremer.ts

and monitoring including operating procedures, calibratice

of instruments and limitations of instruments.

(v) Principles and practices of radiation protection.

(vi) Additional training in the above subjects, as

appropriate, when new duties are added.

(2) Assure that such technicians and other paramedical

personnel receive appropriate retraining in the subjects listed

in subparagraph (1) of this paragraph to maintain proficiency

and to keep abreast of developments in the field of nuclear

medical technology.

(3) Keep records sluving the bases f or such uetermina-

tions of proper t raining, and

- 16 - Appendix "A"
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' .atain responsibility as licensee or authorized user

sr the natialactory purformance of sucn activities.

(e) Certification in nuclear medicine technology by the

American Registry of Radiologic Technologists or in nuclear medical

technology by the Registry of Medical Technologists of the American

Society of Clinical Pathologists will be deemed to satisfy the

training requirements of subparagraphs (1) and (2) of paragraph (d)

of this section.

(f) An applicant for a license or for amendment or renewal of

a license shall state whether he desires to permit technicians or

other paramedical personnel to perform activities pursuant to

paragraph (c) of this section and, if so, shall include in his

application for license. license amendment or license renewal
' '

a statement of the activities to be so performed and a description
- of an adequate program for training (including retraining as re-

quired to keep abreast of developments in technology) such personnel

or for otherwise determining that such personnel are properly

trained to perform tneir duties. With respect to licenses in

ef fect on (ef fective date of rule), a licensee who is permitting

or who desires to permit technicians or other paramedical personnel

to perform activities pursuant to paragraph tc) of this section

Shall file the information required by this paragraph with the

Director of Licensing, U. S. Atomic Energy Commission W.tshington

D. C. 2054 5, wi t h hin, next application for uwndmen t or r enew al

__

.

- 17 - Appendix "A"
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of the license or within one year of
,

whichever occurs first.

(g) Whenever a tecnnician or otner paramedical person
,

administers a radiopharmaceutical to a p9tient by injection,

a physician (not necessarily a physician authorized 2, ::e

Commission to be a user of byproduct materials) shall se

Lmmediately accessible.

2. A new i35.33 is added to 10 CFR Part 35 to read as follows:

135.33 Notifications and reoorts of misadminis t ratiens

(a) Each licensee sna11 notify the Director of the appro-

priate Atomic Energy Commission Regulatory Operations Regional

Office listed in Appendix D of 10 CFR Part 20 of the Commission's

regulations by telephone and telegraph of any misadministration

of radiopharmaceuticals or any misadministration of radiation from

teletherapy and brachytherapy sources. This notification shall be

made within 24 hours af ter such nisadminist ration is known. Fo r

the purpose of the requirements of this section, ndsaaministration

is defined to include the administration of:

(1) A radiopharmaceutical, or radiation f rom a source,

other than the one intended,

(2) A radiopharmaceutical or radiation to the wrong

patient, or

o

,

- 18 - Appendix "A"
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(3) A dose of a radiopharmaceutical, or exposure fren

a radiation source, outside of the intended done range pre-

scribed by the physician ur by a route of administration

other than that intended by the physician.

(b)' Whenever a misadministration of a radiopharmaceutical ar
. ._,_-_

radiation from a teletherapy or brachytnerapy source could adversely

affect the patient to whom it was administered, the licensee or

:he authorized physician shall promptly notify the patient or a

responsible relative of the patient of the misadministration unless

in the physician's prof essional judgment such oot! fication would be

;ontrary to the best interests of tne patient or a surviving rel.itive
:: the patient.

(c) In addition to the notification required by paragraph

(a) of this section, each licensee shall make a report in writing

.ithin 30 days to the Director of .tegulatory operations, U.S.

Atomic Energy Commission, Washington, D. C., 20545, with a copy

to the Director of the appropriate Regulatory Operations Regional

Jffice specified in Appendix D of 10 CFR Part 20, of each nis-

administration. The report required under this paragraph need

not include the name of the patient but shall describe the nature,

extent, and cause of the misadministration and the corrective

steps taken or planned to assure against a recurrence. If the mis-
!

4cministration could cause .a denonstraole adverse etfect on the j
ipatient, the report Ahall either conif rm that a notification has

>>

l

.
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been made to tne patient or to a responsible reir* si the

patient or shall state that notification' .at given because

in the physician's judgment such ne .eation would be contrary

to the best interests of the patient or a surviving relative of

the patient. If the patient or relative is not notified, the

physician 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 paragraphs (a) and (c) of this section shall be

prepared so 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).

Dated at Washington, D. C., this day of

| 1972.

FOR THE ATOMIC ENERGY CO>Df!SSION

1

1

1

Paul C. Bender
Secretary of the Commission

.

1

l

.

.

' --
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!. Encloses. tor the infornation of the Joint Committee en .\ toric Energy

is a notice of proposed rule making to amend the Commission's re gulat ten
|

10 CFR Part 35 " Human Uses of Byproduct Material." This rule will hplement
r

several recommendations made by the General Accounting Office in a recent studv

an " Pro' lems in the Use and Distribution of Radioactive Material in ene Practice
.

c

of Medicine" and add several related reouirements,
,

J

. The proposed amendments will (a) specifv certain responsibilities of

physicians authorized to use byproduct materials for human uses, (b) srecify

certain activities that may be delegated by physicians to teclinicians and other

naramedical personnel, (c) require physicians to determine that technicians I

i

and otr.er paramedical personnel are properly trained to perform such activities. !

I,

|(d) require reporting to che Commission of misadministrations of byproduct I

materials or radiation theref rom, and (e) require notification to the patient

or his f amily of misadministrations which could adversely af fect the natient
I. .;ntess '.a the physician's professional judgment such notification would be

r. cn t ra ry t o t he bes t interests of the patient or his family.

The notice of proposed rulemakina will bn filed with the Of fice of

the Fenerist P.cgister la the nJxt few days and will allow a period nf forty-

five ( ;' days for public comment af ter publication its the Federal Reciater.

4. r:arlowd ciian is a copy of a pualle announcement we plan t o l ouw on

tris ratter in the next few days

- 21 - Appendix "B"
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APPENDIX "C"

AEC CONSIDERS RULE CHANCES CONCERNING RESPONSIBILITIES

OF PHYSICIANS IN USE OF RADIDACTIVE MATERIALS

The Atomic Energy Commission 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 nay be delegated by physicians

to technicians who assis t them.

1
~ ~

The proposed rule includes a requirement that medical licensees must |
1

- report to the Cornission all misadministrations of radioactive materials and

must notify the patient or his f amily of any nisadministration which could

cause a demonstrable adverse ef fect on the patient unless in the physician's

judgment such notice would be contrary to the best interests of the patient
I

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

Misadministration would be defined to include administration of (1) a ;

i

radiopharmaceutical, or radiation from a source, other than the one intended, j

(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 ,

i

Idose 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. These include:
,

| Prescribing the radiopharmaceutical or source of radiation and the*

! quantity or exposure -to be administered'

Approving all patient procedures involving the administration of*

radiopharmaceuticals or the application of radiation

Determining the method of administration' *

Interpreting the results of diagnostic procedures in which radio--

4

pharmaceuticals are administered.

-22- Appendix "C"
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tiowever, physicians would be permitted to delegate to technicians and

other paramedical personnel the performance of certain activities including

preparation of radiopharmaceuticals 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 program for technicians in the license application,

and to maintain records showing the basis for determination of technician

qua l i f ic a t io ns .

All interested persons are invit ed to submit comnents and suggestions

concerning the proposed amendments to the Sec reta ry of the Commission, U. S.

Atomic Energy Commission, Washington, D.C. 20545, Attention: Chief, Public

Proceedings Staf f. Comments and suggestions should be received not later than

45 days following publication of the proposed amendnents in the FEDERAL REGISTER

on Comments received will be available for review

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

!

I

I

(

!
!
|

,

F

4

.
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POLICY SESSION IG
|

SUMMARY SilEET

|Subject: PROPOSED AMENDMENTS TO 10 CFR PART 35: USFR AND
REPORTING REQUIREMENTS FOR MEDICAL USES OF BYPRODUCT |

MATERIALS

Purpose To seek Comission approval of proposed amendments te
10 CFR Part 35 which would specify certain respon-
sibilities of physicians anc allow certain delegations
to paramedical personnel, require appropriate trainin;
of paramedical personnel, and require reportin? to the
Commission and to the patient or his family of mis-
administrations of byproduct material.

Discussion: The proposed amendments w>uld implement recommendations
made by the General Accounting Office that AEC (1)
define the activities that may be delegated by physicians
and those that tiay 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 to 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 notity-
ing the patient or his family 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 an
unnecessary and inappropriate governmental interference
in a professional ethical matter.

Issue: The Commission agreed (Policy Session Item SECY-R 462,*
,

May 18, 1972) to implement items 1 and 2 of the above i

CAO recommendations. The issues remaining to be re-
anived are whether to require reporting to the Commission
and to patients or their f amilies of misadministrations
of byproduct material.

Recommendations: The Commission |
|

(a) approve publication in tne Feueral Register of pre-
posed amendments to JO CFR Part 35 whicn would (1)

"SECY-k 462 - " Proposed Letter to the Honorable Limer L. Staats,
Comptroller General, Commenting on tiraf t GAO Repor:

~
L
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.cify certain responsibilities of paysicians
authorized to use byproduct materials in humans,
(2) specify certain acitivities that may be dele-
gated by physicians to paramedical personnel, (3)
require appropriate training of paramedical per-
sonnel, (4) require reporting to the Consission of
misadministrations of byproduct material, and (5)

3require notification to the patient or his family I

of misadninistrations that could adversely affect
the patient unless in the physician's professional
judgment such notification would be adverse to the
best interests of the patient or a surviving relative.

1(b) note:
j

1. the proposed amendments will be published in the
Federa,1 Register for a 45-day comment -period;

i2. if no significant adverse comments or signifi- I

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 cignificant
adverse comments or significant questions are

;received or substantial changes in the text of
the rule are indicated , the revised amendment j

will be submitted to the Commission for approval;
4

3. the JCAE will be informed;

!4 a public announcement will be issued;
J
|5. an environmental s tatement need not be prepared. ;

|Coordination: The Office of General Counsel (Assistant General Counsel i

for Licensing and Regulation) has no legal objection. '

The Division of Applied Technology has no objections.
The Divisions of Biomedical and Environmental Research.
Maval Reactors and Operational Safety concur.

!

!
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scheduling: At an early Policy Session,
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L. Manning Muntzing 'w ''

Director of Regulation b# -

Contact: James R. ifason, "-7463
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ATOMIC ENERGY COMMISFinN

PROPOSED AMENDMENTS TO 10 CTR PART 35:USER AND REPottTING
REOUIR.EMENTS FOR MEDICAL USES OF BYPRODUCT MATERI ALS

_Repo r t to the Director of Regulation by the Director of 1.icensing

THE PROBLIN

1.
To consider proposed implementation of recommendations made by

the General Accounting of fice and related additional requirements on

regulating the medical uses of radioactive materials by amending 10 CFR

Part 35. " Human Uses of Eyproduct Material.' The proposed anendments

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

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

may be delegated by physicians to technicians and other paramedical per-

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

i

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

require reporting to the Comission of m1Fadministratiens of Svproduct

materials or radiation therefrom, and (5) require notification to the patient
or his f amily of misadministrations which could adverselv

affect the patient. 1
|

3.iCVGROUND AND SlHMARY

!2. As part of a review of the Commission's repulatorv program, the

kneral Accounting Of fice has reviewed cer:atn mat tern related t o the i

j

efficiency and effectiveness of ALC'- inspect ion and enforcenent l
p rog ra ms '

:or materials licenses. CAO furnished t o t he s egul.itorv xt.it t a draft

report to the Congress on this review. The report was Issued in final
fo rm on Au gus t 18, 1972.

3. On Ma y 2 3, 19 72, the Director of Regulation sent a letter to the

Honorable Elmer B. Staats. Compt roller General, commenting on the recommenda-

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

the Consnission as Policy Session Item SECY-R 462 *on May 18, 1972. We have

=5 ECD R 464 - " Proposed Letter to the Honorable Elmer B. Staats,
Comptroller General, Commenting on Draft GA0 Report".

1
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had informal discussions with the GAO stal f on the!

| o '; cd TPro ic: i-9 Or

implementing the CAO recomendations.i
it is . unders tanding fren snese

discussions that the amendments to 10 CFR Part35 proposed herein Wil se

censistent with the recomendations covered in their report.

4 In chapter 3 of the report |

cealing with medical uses of ndtcactive
materials, CAO recomended that AEC:

-- Define in its medical licenses or regulations the activi ti
.

es that

may be delegated by physicians and those that
my not.

-- Require that
physicians determine wl ather technici. ins twe . een

properly trained to perform their duties
and new records

thowing the bases for such determinations. |

-- Establish a specific requirement that suppliers verify that |

transferees are authorized to receive the quantity or tvpe cf
material being ani @wd and provide guidance as to acceptable
methods of verification. )

(While this recommendation was made by 1

i

CAO because of its medical uses connotation, its implementatio
n

vill involve other categories of licensees, especially remmercial
suppliers.

This recomendation is the subject of a separate s taf f
paper '.ECY-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 t hen by
the licenwe.

3. The CAO report stated "Under AEC's interpretation of current re gu la-
tions, medical licensees are not

required to report the accidental over-

exposures of patients to radiation during intentional exposures for :edical

diagnoses or therapy when such exposures are attributed exclusively to th
e

aettons 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 part
shall be interpreted as

limiting the intentional exposure of patients to
i

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

"5ECY-R 571 - " Proposed Amendments to 10 CFR Parts 30
Transfer of Radioactive Material. 40, and 70 -,

. ; .
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. .-

. . -
'

vFMCML "4 OWLY
'

0FFICIA!. USE ONLY

such reports have ne
<n required and no s tatis tics en the extent e f

.is-administration
.e available, twelve instances of misadministrations of

radiopharwceuticals involving a total of 20 pacients have been b
rought to

AEC's attention from February 1961 through April 1972
.

6

GAO noted that while the Comission'i licensing practic
es recuire

physicians who use isotopes to have formal t raining and exrc i
handling and administration of these materiala

> r ence in the use,
, they do not provide minimum

qualification standards for technicians who assist phyalcians
, since the

Comission considers physicians responsible for ensuring that technielans
assisting them are adequately trained ta perinm their nssign d

e c as ks . .\

number of the misadministrations of isotopes to patients
schich CAO reviewed

involved technicians and other paramedical personnel
making mistakes in the

ordering and preparation of radiopharmeeuticals and the a
pparent iradequate

training and supervision of these technicians
.

7.

The staff has developed, with the assistance of the Advisory
Committee on the Medical Uses of Isotopes, a

itst of responsibilities which
may not

be delegated by auth'oriced physician users of radioisotopes except
to other physicians who, are under the supervision

of authorized physicians -
and a list of activities which may be delecated by physici

ans t o paramedicalassistants.
Tac responsibilities which must be retained and activities

which
cost be performed by physicians involve decisians oni

| individual cases which
i require the axercise of nedical judepment.
j W.e

ictivities which mxs be
! delegated ta pramedical assistanth

are (hm
mich are pe rformed us ing

established procedures and techniques but whien do nor reoid re th
e mak ing o:

decisions involving medical judgement
on ladividual cases. Paragraphs t a) .

(b) and (c) of the proposed new 3 35.32 of 10 CFP 35
| would codi fy these non-.

delegable responsibilities and permissible delegations i
!

!

n the Commission'sre gulations .

8.
Paragraph (d) of 5 35.32 would require physicians to deter t

n ne that
paramedical personnel are properly trained to perform their d ti

u es and to i

record the bases for such determinations and paragra% i f) would req i i

u re

-3-
1

mn a n - --

'



_ __ --

-
.

h
-

viEK3AL USE CmLV,,, _ . ,

acensee= *9
describe in their applicariens

noti nrnN#ed ar;'aram for trainiac
and/or determining the qualifications of such pe

rs onnel . The subjects which
shall be included in such training would be listed in 35.32(d)(1).
section D. R (d)(2) would require appropriate Sub-

re t ra i ni ng
ier maintenance ciproficiency and to keep abreast of developments i

n tae field af nuclear medicaltechnology.
Section 33.32(e) would provide that

technology by Oither the American Regist certification in nuclear medicsi

Registry of Medical Technologists will be dery of Radiolone Tecnnologists or . che
eme d t a ut is f y

req ui reme nt s . he ttaining

I

9.
Die scope and tomnlexity of act ivities tAica L

uysicians authorize ara- i

medical personnel to perform vary widely f rom l'ce
nsee to l' vnsee ind, there-fo re. it

is not practicable or reasonable to specif i

in regulations the minimum
y

amount
of training which should be required for such personnel. If minimum

quantitative Atandards for training were prescribed i i

n the regulat ion 1, they ;

might be used to waaken the stature of the extensive t
echnician training and

certification programs which have been developed by tne A
merican Registry of i

6diologic Toennologists and the !<egist ry of bdi i

with the American College of Radioh gy
cal whne logista in cooperation

the American Sa,lety. ,

of Clinical Patholo-gists and the Jociety of Nuclear Medicine.
On the other band. uhile certification5

/ these registries 3 acceptable evidence of adequate t
ra in in g, it would nor P +=

reasonele to require paramedical personnel who oniy
:ts s is t physicians with

simolo r.anipulations or in programs of limited s
cope in be fullv

<ertirted tet.bncloutsts. trained ami
The listing in li. lM dh i s a unie ts 'e he * -

cit ded in technician ; raining would folls the precede t
n set i ts 10 CFR Pa r r L

for regulating the t raining of industrial radio rr
aptw rs . Wile this thating ,,

not

a quantitative requirement, it would provide phveicians
~

rith an rutline < t
the riubject matter to be covered to qualify

their assistants to perform their
duties and would aid physicians in describing in thel

r applications, their programfor training technicians. Furthermore,
it would provide a basis for the

Directorate of Regulatory Operations to review the trai
ning and qualifications

of paramedical personnel as part of inspections or incident
medical licensees, i nves ti ga t ions o f

i

!- .-
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