—ccsmmsssmem———— NRC PUBLIC DOCUMENT RO

- b4 oz ';,;4—‘_' T - '.7/ 5
< mperg® P . ‘75"2- - e .
ad ’
- <
N s W T h pic £y i 2 'y ‘ or
B . NN b ) Cs i a2 , . |
] s 2 T WYY ¥ e <G % L{ ealtey Comuuudy MAzspdal
e i o PRSI e . g ) ! f
T - B e "
' ¥ e wiefion, Fliwd
- ~ 3 i
— J
WA ? v ol o —— ,
- ti l”h‘} //
- Ly
May 29, 1979

Tl E

(NP

: -35(JH4FR 2/023)

Secretary of the Commission

U.S. Nuclear Regulatory Commission
Was'idngton, D. C. 20555

ATTN: Docketing and Service Branch

PHUNGItY hhwmh

Dear Sir:

In reference to the recent April 16, 1979, letter which I received last week
concerning a proposed amendment to Sectiom 35.11 of 10 CFR Part 35, I would
like to make the following comments.

I feel the NRC should get together with the JCAH and decide which we should
have; the current Medical Isotopes Committee or the Committee the NRC is
proposing. We have at least 14 Committees at our Hospital. What we don't
need is another Committee. If the NRC and the JCAH don't get togetler, that
is what we will have.

There are over eight different state and federal agencies with jurisdiction

over just the Department of Radiology of our Hospital. This dues not count

the HSA, PSRO, JCAH and other private organizations which take up a tremendonus
amount of Physician patient care time with meetings and reports. I cannot fault

the reason for the existance of such Committees and organizations from an idealis ic
point of view, but realistically, the horrendous amount of reports and records
required is forcing up the cost of medical care and 1 predict if it continues,

one day I will be found missing and when found will be suffocated under a mountain
of charts, reports and rules and regulatione.

I sincerely hope the Nuclear Regulatory Commission will consult with the Joint
Commission on Accreditation of Hospitals and decide on what type of Committee
should govern the activities of facilities using Radionuclides for medical

purposes.
ing 4/77L

Very truly yours,

f"\/(‘

2Nk a OO 75—
JED PA{L, M.D.

Enclosure: Nuclear Medicine Service as required by the Joint Commission on
Accreditation of Hospitals. 7907190 &(/ .
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Nuclear Medicine
Services

Principle

Nuclear medicine services and consultation shall be conveniently available to
meet the mecds of the patients as determined by the medical staff.

STANDARD I  T* mechaniom for providing diagnostic and therapeutic
nuclear medicine procedures shall be clearly defined.

INTERPRETATION The hospital shall have a mechanism for providing nuclear
medicine proc Hures that is adequate for the scope and complexity of the hospital
programs offered. When there is an organized nuclear medicine depart-
ment/service, it shall be directed by a physician qualified in nuclear medicine, and
staffed appropriately. Where only limited procedures are performed in the facility,
as in the case of in vitro testing In the clinical |aboratory, an organized nuclear
medicine service shall not be deemed to exist. When nuclear medicire procedures
are performed outside the hospital for hospitalized patients, the outside sources
must be approved by the medical staff and must meet the requirements of these
standards.

The director of the organized nuclear medicine department/service shall be a mem-
ber of the medical staff. The credentials files of the director and of all other
physicians practicing diagnostic and/or therapeutic nuclear medicine in the facility
shall reflect their training, experience, and current competence in the specialty.
The director shall ensure that proper radiation safety principles and practices are
observed and that all technical personnel are qualified for the duties performed.
The formal trainirg and on-the-job experience of each nuclear medicine
technologist shall be documented. Appropriate credentials shall be required for any
pharmacist involved in the preparation of radiopharmaceuticals. When limited
nuclear medicine procedures are performed withia the facility, supervision shall
be provided by a physician who is qualified in nuclear medicine and who shall en-
sure personnel safety that is compatible with the degree of hazard and in keeping
with the safety requirements outlined in this section of the Manual.

The services of a health or radiation physicist should be available, at least on a con-
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sultant basis, for educational purposes and for safety evaluations of all equipment,
and storage and handling practices,

All nuclear medicine personnel should partic.pate in in-service education
programs as well as outside workshops and professional society meetings. The ex-
tent of participation shall be documented and shall be realistically related to the
size of the staff and the scope and complexity of the nuclear medicine services per-
formed. The director shall contribute to the in-service education of nuclear medi-
cine personnel.

The director shall document the evaluation of the services provided, to ensure the
optimum degree of quality and safety, as well as to ensure their appropriateness.

All nuclear medicine procedures performed in the facility shall be in accordance
with appropriate institutional or individual licensure requirements.

STANDARD 11 Nuclear medicine services, when provided within the
hospital, shall have adequate space and facilities to meet, with safety, the
diagnostic and therapeutic needs of the patients.

INTERPRETATION Space and facilities for the nuclear medicine depart-
ment/service should include that necessary for the reception, examination, and
diagnostic studv of patients, as well as for related clerical work and for con-
ferences. Adequate accommodations shall be provided for the clinical care of
therapeutic patients. Facilities shall be provided for the safe preparation, storage,
and disposal of radioactive materials so that radiation levels in all arcas are as low
as practicable and do not exceed accepted standards. The nuclear medicine service
area shall be protected from sources of interfering radiation.

The type, quantity, and quality of equipment for the nuclear medicine procedures
performed shall be adequate to conduct reliable diagnostic studies as determined by
the director and the medical staff. Standards having energy radiations equivalent
to those of the radionuclides used in patient studies should be utilized for routine
calibration, and should be readily available.

STANDARD 111 There shall be quality control policles and procedures
governing nuclear medicine activities that ensure dlagnostic and therapeutic
rellability and safety of patients and personnel.

INTERPRETATION All radioactive materials, reagents, and standards shall be
prepared, stored, and checked at a defined interval to be determined by the direc-
tor, to ensure accuracy, patient safety, and precision of results. All reagents must be
labeled to indicate identity, date of preparation, and assay. Instrument calibration
procedures sufficient to affirm proper performance shall be conducted each day the
instrument is used, and the results recorded. All safety survey instruments in the
facility should be calibrated at least annually. The recommendations of the
National Council on Radiation Protection and Measurements should be known
and applied.

Where required by federal, state, or local regulations, by licensure requirements, or
by the medical staff, a radioisotope committee shali be established. At least one
member of this committee must be a physician experiénced in the safe handling of
radioisotopes, in the meesurement of radioactivity, and in determining radio-
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isotope dosage for various patient studies or treatments. Representatives of various
ficlds of specialization should be included on the committee, as determined
by the nature of the program being conducted. In larger facilitins, this committee
may be absorbed into a radiation safety committee. When either of these com-
m* *ces exists, it shall work in cooperation with the hospital safety committee. The
committee should meet as often as required, but not less than every six months,
and shall maintain written minutes of each meeting. The committee concerned
with nuclear medicine activities should have at least the foliowing responsibilities:
e To review all proposals for diagnostic and therapeutic uses of unsealed
radionuclides
¢ To recommend to the medical staff those practitioners having suitable
training and experience to perform nuclear medicine procedures
e To develop regulations for the use, transport, storage, and disposal of
radioactive materials used in nuclear medicine procedures
e To recommend remedial action when there is failure to observe protection
recommendations, rules, and regulations
e To establish rules to guide nursing and other individuals who are in contact
with patients receiving therapeutic amounts of unsealed radionuclides; rules
relating to the discharge of such patients; and rules to protect personnel in-
volved when such patients undergo surgical procedures or autopsy

Quality ccntrol procedures shall be developed to guide personnel in the stan-
dardized performance of diagnostic studies and therapeutic procedures, and to en-
sure that the identity, strength, and integrity of all radiopharmaceutical agents are

maintained.
Policies and procedures relating to safety within the nuclear medicine services
areas shall be developed and enforced. These shall include as a minimum:
e a requirement for wearing the appropriate exposure-monit. ‘ing devices at
all times when in the area;
« guidelines to be followed in the event of radioactive contamination of per-
sonnel, equipment, or environment;
e a requirement that there be written authority for all nonphysicians who ad-
minister radioisotopes parenterally where legally permissible;
o a requirement for security of all “hot” and “decay” areas in order t protect
all individuals in the hospital;
« rules prohibiting oral pipetting of radionuclides and eating or drinking in
the work areas;
o establishment of an effective radiation protection survey program to be per-
formed at least every six months; and
o protective shielding for syringes, injection vials, and stock sources of
radioactivity.
For other than radiation safety requirements, see also the Functional Safety and
Sanitation section.
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STATEMENT

Communications from the field reveal instances wherein nonradiologist physician
members of medical staffs have been granted privileges to practice diagnosatic
radiology, including the interpretation of certain radiologic studies and the
authentication of the official radiologic report that is entered into the
patient's medical record.

The standards do not require that all x-rays be read by a radiologist, but they
do require that the exercise of radiology privileges be limited to practitioners
vhose qualifications therefor have been established through the credentialing

process.
The apecific .anguage related to this function is contained in the interpreta-

tions of Standards I (page 155) and V (page 159) of the Radiology Servicea
section of the Accreditation Manual for Hospitals:

“All physicians practicing diagnostic and/or therapeutic radiology in the
facility shall be members of the medical staff. Their credentials files
shall reflect the training, experience, and current competence required

for all aspects of radiologic services in which they are engaged. When
privileges to perform specific limited interpretive diagnostic and monitor=
ing radiologic studies have been granted to staff physicians who are not
radiologists, such studies should be those of a highly specia'ized nature,
the performance of which requires special qualifications of training and/
or experience in the use of the equipment and in the interpracaticn of
results, as well as practice in a field of related diagnostic/therapeutic

activities....

A radiologist shall ordinarily provide an authenticated report for all
examinations to enhance consistency and correctness in interpretations
and reports of radiologic findings. Reports of specialized prccedures
performed by staff physicians who are not radiologists may be authen-
ticated by such individuals when they have been granted such privileges
through the normal medical staff credentialing mechanism, as provided
for in the first paragraph of Standard I...."

It is the intent of the Board of Commissioners that only individuals qualified
to render an ovcrall interpretation of any radiologic study should do so, and
that in the interest of gocd patient care, this interpretation be performed

{n a timel’ manner. It is not the intent of the Radiology Services standards,
as written, to allow all physicians to assume the skills of a qualified
radiologist, but rather to acknowledge certain properly credentialed physi-
cians (nonradiologists) using radiologic equipment {n the performance of
specialized studies and in certain monitoring studies.

However, this official explanation of the intent of the Radiology Services stan~
dards does not preclude any member of the medical sta:? ‘rom entering into the
medical record as a progress note, an opinion independent of the official inter-
prezive report of any diagnostic radiologlc study, particularly in cases where

s definitive radiologic clinical interpretation is not possible.
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STANDARD IV Records required by federal, state, and iocal authorities, as
well as records consistent with competent practice of nuclear medicine, shall be
meintained.

INTERPRETATION  Nuclear medicine diagnostic and therapeutic procedures shall
be performed only upon the written request of the responsible physician or a
member of the house staff. Such procedures may also be provided for authorized
physicians who are not members of the medical staff for their patients who are not
being evaluated or treated in the hospital. Reports of nuclear medicine in-
terpretations, consultations, and therapy shall be included in the patient’s record;
duniicate records should be kept on file in the nuclear medicine depart-
ment/service. The patient’s medical record shall also reflect the identity, date, and
amoun. of radiopharmaceutical used, as well as any specific preparation of the
patient. For further requirements relating to medical records, see the Medical
Record Services section, -

Records to be maintained on radionuclides and ;adiopharmaceuticals should -
clude at 'ezst the following information:

e The dates, amounts, and methods of reeipt and disposal

» The supplier and lot number

e The use¢, date, amount administered, and the identity of any reciplent

Irstrument log books to be maintained shall include at least the following:

e Calibration records of equipment and monitors showing dates, name of
technologist, and sources of reference standards

e Mainten~nce and repair records, showing dates and scurces of service
e The findinge of {ederal, state, or local evaluations or those of a consultant
radiation physicist, and the action taken to correct any deficiencies found

Records shall be maintained to show the radiation exposure of all nuclear medicine
personnel, as well as the results of routine radiation saf-‘v surveys.
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