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The Honorable Harley 0. Staggers, Chairman
Committee on Interstate and Foreign Commerce
United States House of Representati\zs
Washington, D.C. 20515

Dear Mr. Chairman:

This letter responds to your request for the Nuclear Regulatory Commission's
views on H.,R. 5934, the "Consumer-Patient Radiation Health and Safety Act
of 1979." The NRC endorses the aim of this legislation to minimize expo-
sure of consumer-patients to potentially hazardous radiation, but we be-
Tieve the bill, as drafted, contains serious weaknesses.

For example, Section 102(e) states a finding that "the protection of public
health and safety from unnecessary consumer-patient exposure to potentially
hazardous radiation from all sources is the primary responsibility of State
and local government...." We note that the Atomic Energy Act has vested in
the Nuclear Regulatory Commission, rather than State or local governments,
the primary responsibility for regulating the use of radioactive byproduct
materials, which are a major source of radiation for medical purposes. In
a recent policy statement the NRC stated its intention to "continue to
regulate the medical uses of radioisotopes as necessary to provide for the
radiation safety of workers and the general public." 44 Fed. Reg. 8242
(February 9, 1979). This regulatory position was not questionsd by any of
the commenters on the draft policy statement but rather was consistently
recognized as a necessary role in the medical uses of radicisotopes.
Consequently, we would not support legislation that does not recognize
NRC's regulatory role in this regard.

As another significant alteration of present regulatory responsibilities,
Section 121(&? of H.R. 5934 would transfer from the Enviromental Protec-
tion Agency to the Secretary of Health, Education and Welfare the authority
to develop Federal radiation guidance with respect to all radiation matters
directly or indirectly affecting health, including formulation of environ-
mental radiation standards. This transfer of authority is not limited to
matters of consumer-patient radiation therapy hazards and goes well beyond
the needs addressed by the bil1l. It would contradict recommendations for a
reconstitution of a Federal Council on radiation similar to the previous
Federal Radiation Council made in recent congressional evaluations and

by the Federal Task Force on the Health Effects of fonizing Radiation
("Libassi Report"). Such a change would fragment the Federal program to
regulate the hazards of ionizing radiation.
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Turning to matters of detail in H.R. 5934, we have the following
comments:

1. Section 131(a) requires the Secretary to promulgate voluntary
minimum standards for the accreditation of educational institutions
conducting education programs in radiologic services. Section
132(a) requires the Secretary to promulgate voluntary minimum
standards for licensure of radiologic technologists. Section 141
makes compliance with all such standards mandatory on all Federal
agencies. These standards are 1ikely to substantially affect
a large number of NRC licensees and manv Federal agencies. Hence
we believe it would be essential to include in any such bill
a requirement that standards developed pursuant to Sections
131 or 132 shall be promulgated only after prior consultation
and coordination with the Nuclear Regulatory Commission.

2. Section 104(5) defines “radiologic technologist,"” for purposes
of the Act, as "any person, other than a medical or dental
practitioner, who administers radiation to consumer-patients,"
and further enumerates several categories of radidlogic technologists.
Frequently in radiation therapy a radiation physicist acting
on a prescripticn by a physician, directly supervises the
administration of radiation to the paiient by the radiation
technologist, but does not himself administer it. Thus following
the word "administers," the words "or directly supervises the
administration of," should be inserted to provide for the qualification
of such persons.

3. Section 121(b) enumerates categories of criteria and guidelines
to be promulgated by the Secretary (HEW). Diagnostic nuclear
medicine is not included. We believe that diagnostic nuclear medicine
should L+ “ncluded under any such guidelines and that the categories
in Section 121(b) should be changed to read as follows:

“(1) the application of diagnostic X-rays to consumer-patients;

"(2) tne administration of radicactive drugs for diagnostic
purposes to consumer-patients; .

"(3) the therapeutic external application of beam radiation to
consumer-patients for treatment of disease; and

"(4) the therapeutic internal application of radiation to consumer-
patients for treatment of disease, such as therapeutic nuclear
medicine applications.” :
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Commissioners Gilinsky and Bradford have expressed the following
separate views regarcding H.R., 5934:

We endorse the objective of minimizing the exposure of consumer-
patients to potentially hazardous radiation. While the Nuclear
Regulatory Commission may be the appropriate agency to regulate
the machinery and materials employed in nuclear medicine, it is
not clear that it is the agency most competent to regulate the
substance of the treatment or to license those administering
such treatments. We endorse the comments made in the paragraphs
numbered 1, 2, and 3, above.

For reasons discussea above and because of the many changes in detail
which we believe are neccssary before H.R, 5934 could be developed
into a satisfactory piece ‘f legislation, a majority of the Commission
does not support the bill as currently drafted. Thank you for

aiving us the opportunity to comment.

Sincerely,

] M

John F. Ahearne
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Turning to matters of detail 4n W,R, 5934, we have the following comments:

1. Section 131(e) requires the Secretary o prorwlgate veluntary minimun
standerds for the accreditation of educetiona) institutions conducting
education programs in radiologic services. Section 132(a) requires
the Secretary to promulgate voluntary rinimum standerds for licensure
of rediologic technologists. Section 141 makes compliance with all

| such standards mandatory on a1l Federal agencies. These standards are

| 1ikely to substantfally affect & large number of NRC licensees and

, many Federa) agencies. Hence we believe 1t would be essential to

| include in any such bill & recuirement thet standards developed pur-
suant to Sections 131 or 132 shall be promulgated only after prior
consultation and coordination with the tuclear Regulatory Comnission,

2, Section 104(5) defines "rediologic technologist,"” for purposes of the
Act, 2s "any person, other than & medicel or dental practitioner, who
adminfsters rediation to consumer-prtients," end further enumerates
several categories of rediologic technologists, Freauently in radia-
1ion therapy a raciation physicist, acting on & prescription by @
physician, directly supervises the adminfstration of radiation to the
patient by the radiation technologzist, but does not himself administer
1, Trus following the word “administers,” the words “or directly
supervises the sdministration of," should be inserted to provide for
the quelificetion of such persons.

€
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ction 121(0) enumerates cetepories of criteris and guidelines to be
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t intluded, lie believe thet cieonost'c nuclear medicine should be
tiuded under any such guicelines &nd tnat the cétegeries in Secs

on 1271(b) should be chenged to résd s o) )ows:

“{1 tne applicetion of diagrostic Xereys 40 consumer-satients:

& She asministration of radiobctive cruge for diggnostic purposes
10 congumer-patients;

(3] t1ne theripeutic externd) eoplicetion 0f hear rasigticn *p CONSL ers
petients for treatment of eisease; ang

"(4) the therapeutic interna) applicetion of rediation to consumer-
patients for treatment of disease, cuch as therepeutic nuclear

mecicine applicaticng,”
For redsons discussed abive gnd beceuse of the meny charoes in detall which
we believe are necesszry before M.R, 5834 could be cevelones into & satfg-
factory piece of legislation, NRC coes not support this £11.. Thank you
for giving us the opportunity to comment,

Sincerely,

John F, fhgarng
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=45 HOR. 5934

To provide for the protection of the public health (including consumer patients)
: from unnecessary exposure to radiation.

IN THE HOUSE OF REPRESENTATIVES

NOVEMBER 16, 1079
Mr. LExT introduced the following bill; which wes referred to the Commitiee on
Interstate and Foreign Commerce

A BILL

To provide for the protection of the public health (including

-~

-y ‘ - PR f SR T e o . - 3 oM 3 .
consumer patientis! woim ullnecessary exposure to radianon.

1 Be it enucted by the Senate and House of Representa

-~

5

SHORT TITLE
. Sec. 101. This Act mav be cited as the “Consumer
5 Patient Rediation Health and Safetv Act of 1979

TABLE OF CONTENTS
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Sec. 181

Sec.
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Sec.
Sec,
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o348
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162

gists.
Stete asnistance.
Grants w0 educationsl institutions.
Grants 10 certification organizations.
State Program Grams,
PART IV—FEDERAL ACTIvITIES

Federal agency comphance.
Federa! sesistance programs.

ParT V—ADMINISTRATION

Administrative procedures.
Consuliation.

PART V1 APPROPRIATIONS AUTHORIZATIONS
Authorization of appropriations

FINDINGS

1

SEC. 102. The Congress finds that—

(@) it is in the interest of the Nation'

. Recommended minimum radistion protection sianderds for accreditation.
2. Recommended minimum standards for licensure of radiologic technolo-

’

¢ public

health and safety to minimize exposure of consumer-

patients to potentially hazardous radiation:

(b) while the use of radiologic procedures is essen-

tial in modern medicine, even the most advanced pro-

cedures will not adequatelv protect the health and

safety of either the consumer-patient subjected to ra-

diologic procedures or the individuels performing such

radiologic procedures. including their progenv. unless
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the individuals performing such radiologic procedures
are fully qualified by reason of education and experi-
ence in the operation of radiologic equipment or in the
performance of radiologic procedures so as to avoid un.
fiecessary consumer-patient and operator exposure to
unnecessary radiation and to assure efficacious
consumer-patient radiologic services:

() it is in the interest of public health to have an
adequate and continuing supply of well-educated radio-
logic technologists;

(d) consistent with Federal radiztion protection
guidance for diegnostic X-rave approved by the Presi-
dent on January 26, 1678, it is in the netiongl interest
and in the interest of public health and safety 10 assure
that persons administering potentially hazardous radi-
ation te consumer-patienis are properiyv gualified as has
been recommended by—

(1) the National Advisory Commitree on Ba.
diation to the Surgeon Geners) it 1666:

(2) the Secretarv's Task Force on Environ
mental Health and Related Problems in June
1967;

(3) the Surgeon General's Medica) Xeray Ad-

visory Committee on Public Heslth Consider-
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ations in Medical Diagnostic Radiologv in October
1967;

(4) the 1970 report of the Secretary to the
Congress pursuant to the Radiation Control for
Health and Safety Act of 1968;

(6) the National Academy of Sciences-Na-
tional Research Council's Advisory Commitiee on
the Biological Effects of Ionizing Radiations in
November 1972; and

) the Conference of Radiation Control Pro-
gram Directors in May 1974,

(e) that the protection of the public health and

\I“‘\\ safety from unnecessary consumer-patient exposure to

14
15
16
4
18

19

SEC. 108, The purposes of this Act,

potentially hazardous radiation from all sources is the
prim ary responsibility of State and locel government;
and

() any person who prescrilies or séministers ra-
diologic procedures to consumer-patients, Jicluding at
Federal facilities, should be required to demonstras
competence by reason of education, experience, and ex-
amination,

STATEMENT OF PURPOSES

which shall be car-

ried out consistent with the meximum protection of rublic
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health from unnecessary consumer-patient exposdre to radi-

ation, are to—

(a) provide for the establichment of criteria and
guidelines for the credentialing or licensure of ll per-
sonnel administering radiation to consumer-patients;

(b) provide for the establishment of criteria and
guidelines for use in accrediting programs for the edu-
cation ¢f radiologic technologists;

(¢} provide for the formulation of criteria and
guidelines applicable to all Federal agencies in the (1)
establishment and execution of consumer-patient radi-
ation protecticn programs and (2) formulation of con-
sumer-patient radiation protection standards;

(d) insure that all Federal agencies adminicter
programs carried out or funded by such agencies 30 as
to further the purposes of this Act: and

(e) encourage State adoption and administration of
programs for the accreditation of educational programs
for the education of radiologic technologists and for the
licensure of radiologic technologists.

DEFINITIONS

SEC. 104. Unless otherwise expressly provided, for the

Purposes of this Act the term—

(1) "Administrator” means the Administrator of

the Environmena) Protection Agency;
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1 (2) “dental practitioners’ means licensable doctors
| 2 of dentistry, who do or wiil prescribe or administer ra-
3 diation to consumer-patientg;
4 (8) “medical practitioners’” means licenseble doc-
b tors of medicine, osteopathy, podiatric medicine, or
6 chirepractic, who do or will prescribe or administer ra-
7 diation to consumer-patients or for specified limited
g procedures, postgraduate physician trainees, such as
9 interns and residents;
10 (4) “radiation” means ionizing and nonionizing ra-
11 diation from such sources as consumer and commercial
17 products, medical and dental radiation (including diag-
13 nostic X-ravs), and nmura!‘radiation:
14 (5) “radiologic technologist” means any persou,
15 other than & medical or dental practitioner, who ad-
16 ministers radiation to consumer-patients and cludes,
17 but is not limited to, medical radiclogic technologists
18 (including radiographers), dental radiologic technolo-
19 gists (including dental hygienists and dental assistants),
20 radiation therapy technologists, and nuclear medicine
21 technologists; and
2% (6) “Secretary’’ means the Secretary of Health,

23 Education, and Welfare.
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PART II~FEDERAL RADIATION PROTECTION
GUIDELINES
PROMULGATION OF EADIATION PROTECTION GUIDELINES

SEC. 121, (a)(1) The Secretary shall promulgate Feder-
al radiation guidance with respect to consumer-patient radi-
ation matters directly or indirectly affecting public heslth,
Such guidance shall contain information regarding (A) the
sources of consumer-patient radiation exposure and (B) tech-
niques, procedures and methods to minimize unnecessary and
nonefficacious Cor.iumer-patient radiation exposure,

(2) Pursuam to paragraph (1), the Secretary shall, in
consultation with affected Federa) agencies, promulgate
guidelines regarding medical and denta) EXPOSUre 10 consum-
er-patients. Such guidelines shall be in a form so ge to (Al
facilitate the establishment of optimum techniques 1o mini-
mize consumer-patient exposures, (B) eliminate incansisteney
and the resultant need for retakes of diagrostic radiologic
procedures, (O climinate unproductive screening programe:
and (D) obtain the optimum diagnostic information with mini-
mum consumer-patient exposure.

(b) Within eighteen months of enactment, the Secretary
shall promelgate criteria and guidelines with respect 10—

(1) the application of diagnostic X-rave to con-

fumer-patients:

. S
'w‘,tv

ik

.;{5’" .

ok e
3

b




g

1 (2) the therapeutic application of radiation to con-

1o

sumer-patients; and

3 (8) the application of radiation to consumer-
4

5 patients in the treatment of disease, such as nuclear
9 medicine applications,
) 6 (c) The Secreatary shall review and, as appropriate, re-
X ‘ .. 1 vise guidelines promulgated by him pursuant to this section.
~ s L. "
. ™ (d) The functions of the Administrator under section ™

w/
v erred
o o

274(h) of the Atomic Energy Act of 1954 42 T.R.C.

> w10 2021(h)) are transferred to the Secretary.
.. 11 Parr II—ESTABLISHMENT OF STATE PROGRAMS FOR

~ 19 THE CONTROL OF RADIOLOGIC SERVICES

19 RECOMMENDED MINIMUM RADIATION PROTECTION

14 STANDARDS FOR ACCREDITATION

u
n
i

EC. 181. (a) Not later than December 51, 1880, the

-

16 Secretarv shall promulgate voluntary minimum stanéards for
\ w0 @i shall Pprintiligd Ol e Al dud MG ETCR 10T
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17 the acereditation of educational MEITULIONS ConCUciing egu-
—

1& cation programs in radiclogic services. Such stendards shal

19 distinguish berween programs for the education of (1) radiolo-

- .

20 gic technologists, (2) medical or dental practitioners, (3) den-

21 tal hygienists, and (4) dental assistants.

H& vy ' ¥ |
22 (b} The Secretary may authorize appropriate profession-
98

23 el organizations o certifv such accreditation as consistent

=4 with the purposes of this section & he determines that such

=0 organization will adhere (and is continuing 1o adhere) as &
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basis for certification to the minimum standards issued pursu-
ant to this section. For the purposes of such accredimtibn,
the Secretary shall, to the maximum extent practicable, con-
sistent with the purposes of this Act, utilize organizations
recognized by the Commissioner of Education for such pur-
-poses: Provided, however, That the Secretary shall find such
organization is not continuing to adhere to such standards.

(¢) The Secretary shall review and, as eppropriate, re-
vise the standards promulgated by him pursuant to this sec-
tien.

RECOMMENDED MINIMUM STANDARDS FOR LICENSURE
FOR RADIOLOGIC TECHNOLOGISTS

>

Sec. 132, (a) Not later than December 31, 1980, the
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promulgate voluntary minimum standards for
{ " oy 'y - il 7} - te e . .

licensure of radiologic technologists. The Secretary mav des-
:gnate categories of specialization or levels of competence for
the purpose of licensure if he finds that such categories are
required to assure adequate protection of public health from
unnecessary radiaton exposure or to assure efficacious con-
cun*er,nafepx rr.(::)‘ r:P] e Td T ’T‘} Recrarare alall canetd
sumer-patient racdiologic services. The Secretary shall consid-

er for possible designation the following categories of special-

-

Bt

ization: semior radiologic technologists, medica

5

technologists (including radiographers). dental radiclogic

technologists (including dental hvgienists and dental assist-
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radiologic

), radiation therapy technologists, nuclear medicine tech-
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10
nologists, technologist-in-training, and students in radiologic
technology.

(b)(1) The Secretary shall, within one vear after promul-
gation of voluntary minimum standards under this section,
review and evaluate any voluntary certification programs or
State licensure programs in existence as of such date and,
based on such review and evaluation, determine whether
such pragrams meet such standards.

(2) If the Secretary is satisfied that the program meets
such stendards he shall, within one vear thereafter, certify
such programs as in conformance with such standards.

(c) The Secretary shall review and, as appropriate, re-

vise the standards promulgated by him pursuant to this sec-

SeC. 183. The Secretary shall provide the S:ates such
advice and assistance as will foster establishment of appropri-
ate programs to acheve the purposes of this Act. Such ad-
vice and assistance shall include model laws and may include

educational curriculum and teaching aids. Such model law

(2) graduation from an educational institution for
the education of radiologic technologists which is ac-

credited as in conformance with the voluntary stand-

ards promulgated pursuant te section 131 shall satisfv
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the requirements for & provisional license as a tech-
nologists-in-training conditioned on licensure within
one year in one or more categories of specialization the
Secretary may designate;

(b) it shall be unlawful for an individua! to apply
potentially hazardous radiation to consumer-patients
unless such individual is a medical or dental practition-
er or meets the standards promulgated pursuant to sec-
tion 152 and

(¢) if adopted by the State any viclation of the
model law by an individual applving potentially hazard-

ous radiation to consumer-patients shall be subject to &
civil penalty of not more than £1,000. ang any such
violation shall be with respect to each Act or omission
mede unlawful by such Jav

GRANTE TO EDUCATIONAL INSTITUTIONS
SEC. 134, The Secretary mev, under tile VII of the

Public Health Service Act, make grams to educatons) pro-
grams accrecited pursuant to section 181 to CArrY Out the
purposes of this Act.
GRANTS TO CERTIFICATION ORGANIZATIONS
SEC. 133. The Secretary may make grants to States or
professiona! organizations designated pursusmt to section
S1(b) in an amount up to 66%s per centum of the cost of the

first vear and up to 33% per centum of the cost of the sec-
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ond, third, and fourth vears for the planning, development,

and establishment of programs to carry out the purposes of
this Aet.
STATE PROGRAM GRANTS

SEc. 186. (a) The Secretary may, in accordance with
subsections (b) and (c), make grants to State radiation protec-
tion agencies up to 50 per centum of the costs of programs
which the Secrgtar}' determines are consistent with the pur-
poses of this Act. Such grante shal) provide for the accredita-
tion of educational progrems and for the mandatory licensure
of radiologic technologists.

(b) Within six months of the jscuance of any criteria and
minimum standards pursuant to section 131 for the accredita.
tion of educational programs, the Governor of & Ruate may
file with the Secretarv a lerter of intent that such State will,
within two vears of the issnance of such criteriz and minj-
mum standards, adopt as a ininimum syuck criteria and stand-
ards for the accreditation of such educational programe, If,
after two vears, 2 State fails 10 adopt such standards. or i
unable to adopt such standards or more stringent standards,
eligibility for grants pursuant to this section shall terminate:
Provided, however, That upon application of a Governor, the
Secretary may rant an extension for nor more than two
vears if after review the Secretary determines that good faith

efforts have been made by the State and reasonable aseyr.
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ance is provided that an effective accreditation program wil)
be provided by the State within the period of the extension.

(e)(1) Within six months of the issuance of any criteria
and minimum standards issued pursuant to section 139 for
the licensure of radiologic technologists, the Governor of g
- State may file a letter of intent that such State will, within
two vears of the issuance of such criteria and minimal stang.
ards, adobt s minimwn standards for such criteria and the
licensure of radiologic technologists. If, after two veurs, a
Governor fails to adopt such standards. or is unable 1o adopt
such standards or more stringent standards. eligibility for
grants pursusnt to this subsection shall terminate: Provided.
however, That upon application of a Governor. the Secrctary

&y grant an extension for not more than two vears if uiter
review the Secretary determines that good fzith efforts liuve
heen made by the State and reasonable ssurznce is provided
that an effective licensure program will be provided hv the
State within the period of the extension.

(&) Notwithstanding any other provision of this section,
in the case of a State which has. prior to the efiective dare of
standards and guidelines promulgated pursuant to this «ub.
part, establiched standards for the acereditation of education.
al programs or licensure of radiologic technologists, such
State shall be deemed to be in compliance with the conditions

of this section unless the Secretary determines. after notice
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and hearing, that such State standards do not meet the mini-

mum standards prescribed by the Secretary or are inconsist.
ent with the purposes of this Act.
PART IV—FEDERAL AcTrviTies
FEDERAL AGENCY COMPLIANCE
SEC. 141, Each department, agency, and instrumentali-
ty of the executive branch of the Federal Government shall
comply with any minimum standards promulgated pursuant
to this Act.
FEDERAL ASSISTANCE PROGRAMS
SEC. 142. (a) In order to CArry Lu. the purposes of this
Act. the President ehall, not Jater than one vear after the

date of enactment, 1ssue an Executive order requiring each

Federal agency which js authorized to extend Federal assist.
Gnce or reimbursement of funds by means of grants. loays,

contracts. or other forms of financial assistance or reimburse.
ment to promprly effectuate the rurposes of this Aect, includ.
g the adoprion of minimum stendards promulgated pursuent
to this Act

(b) The President may by order exempt any speciiic
grant, loan, contract, or other {orm of financial assistance
irom the reguirements of thie subsection if he determines
such exemption it in the national interest. The President
shall notify the Congress in writing of such exemption e

iegst ninety davs before it is effective.
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PArT V —ADMINISTRATION

Sec. 151. Guidelines and standards prescribed under
this Act shall be promulgated by rule in accordance with the
procedures set forth in section 553 of title 5, United States
Code.

CONSULTATION

Sec. 152, In establishing guidelines and minimum
standards under this Act the Secretarv shall consult with the
Environmentel Protection Agency, State heglth departments,
and appropriate professional organizations.

PART VI——APPROPRIATIONS AUTHORIZATION

SEC. 161, There is authorized to be appropriated to the

£ 1 X
fz‘l.'?'(‘llx;".‘\ FUCH SUMS &8 necessary 10 C&rrv out the purposes
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