L CB File No. R033-06

PROPOSED REGULATION OF THE
STATE BOARD OF HEALTH

Authority.  NRS457.065

Section 1. Chapter 457 of NAC is hereby amended by changing the provisions set forth in
Section 2 to 44 inclusive of this regulation.

Section 2. NAC 457.235 is hereby amended to read as follows:

NAC 457.235 “Health Division” defined. “Health Divison” means the Health Division of the
Department of Health and Human Resources.

Section 3. NAC 457.285 is hereby amended to read as follows:

NAC 457.285 Adoption of publications by reference.

1. The State Board of Health hereby adopts by reference the provisions of:

HH@). Mammography Quality Control, in the form most recently published by the
American College of Radiology, Committee on Quality Assurance in Mammography {1992},
unless the Board gives notice that the most recent revision is not suitable for this State
pursuant to subsection 2. A copy of this publication may be obtained at a cost of $75 from the
American College of Radiology, 1891 Preston White Drive, Reston, Virginia 22091, at website
http: //mww.acr. org/s acr/sec asp?CI D 589& DID= 14253 or by tel ephone at (703) 648 8900.

. O ~ s A Gwde to Mammogrpahy and
Other Breast Imaglng Procedures Natlonal CounC|I on Radiation Protection Report No. 149.
A copy of this publication may be obtained at the cost of $110 from NCRP Publications, 7910
Woodmont Avenue, Suite 400, Bethesda, MD 20814-3095, at telephone (800)229-2652 (Ext,
25) or at website http://NRCPpublications.org.

(). The standards developed under the Mammography Quality Standards Act in the form
most recently published as found in Title 21, Code of Federal Regulations, Section 900 (21
CFR 900), unless the Board gives notice that the most recent revision is not suitable for this
State pursuant to subsection 2. A copy of this publication may be obtained by way of the FDA
Mammography website found at www.fda.gov/cdrh/mammography/, from the U.S.
Government Printing Office for $58.00 at http://mww.gpoaccess.gov/, via phone at 888-293-
6498, or at U.S. Government Printing Office, 732 North Capital Street NW, Washington, DC
20401.

2. The State Board of Health will review each revision of the publications adopted by
reference pursuant to subsection 1 to ensure its suitability for this State. If the Board
determines that a revision is not suitable for this State, the Board will hold a public hearing to
review its determination within 6 months after the date of the publication of the revision and
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give notice of that hearing. If, after the hearing, the Board does not revise its determination,
the Board will give notice within 30 days after the hearing that the revision is not suitable for
this State. |If the Board does not give such notice, the revision becomes part of the publication
adopted by reference pursuant to subsection 1.

Section 4. NAC 457.299 is hereby amended to read as follows:

NAC 457.299 Requirements for approval of applications for certificates for machines and
mammographer’s certificates.

1. The Health Division shall approve an application for a certificate for a machine or an
application for amammographer’ s certificate if it determines that:

(a) The applicant has the training and experience required to conduct mammaography pursuant
to the provisions of NAC 457.200 to 457.480, inclusive;

(b) The applicant has complied with any applicable requirements pursuant to NAC 457.200 to
457.480, inclusive; and

(c) If the applicant is applying for a certificate for a machine, the equipment, facilities and
procedures which the applicant proposes to use are adequate to minimize any danger to the
public health or safety.

(d) If thereisno known certificate for a machine currently issued by the Health Division
to another owner, lessee or other responsible person for that same mammography machine
and the application is submitted by a single applicant/corporate entity.

2. If the applicant held a certificate for a machine issued by the Health Division or by the
appropriate agency in another jurisdiction and the certificate was revoked or the holder of the
certificate was found to have committed a violation of a regulation relating to public health or
safety which the Health Division determines to be significant, the Health Division shall not issue
a certificate for a machine or amammaographer’s certificate to the applicant.

Section 5. NAC 457.300 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(c)(5),

900.12(d)(1) and 900.12(f)

NAC 457.300 Program for quality assurance: Establishment, maintenance and review; list of
authorized mammographers required; operation of machine without mammographer’s certificate
prohibited. The operator of afacility shall:

1. Establish and maintain a program of quality assurance for each machine and all other
equipment at the facility used for mammaography in accordance with the requirements found in
21 CFR 900.

2. Ensurethat:

(a) The performance of the equipment is monitored;

(b) The results of monitoring are analyzed to determine if there are any problems requiring
correction;

(c) The necessary corrective action is taken whenever the results of atest for quality assurance
indicate that such action is required; and

(d) If necessary corrective action is taken, the action is taken before any mammography is
performed on the patient.
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4} Prepare and maintain a list which includes the name of each mammographer who is
authorized to operate any machine which is under the operator’ s control.

[514. Except as otherwise provided in NAC 457.355, not allow a person who does not hold a
mammographer’s certificate to operate a machine under the operator’ s control.

[el5 . If the facility for mammography has more than one machine, ensure that a frumber
which-tdentifies-the-machinel unique machine identifier is included in the information which
appears on the edge of the film asiit is exposed.

6. Ensure all quality assurance or quality control records are kept until the next annual
inspection has been completed and the Health Division has determined that the facility isin
compliance or until the tests have been performed two additional times at the required
frequency, whichever islonger.

Section 6. NAC 457.305 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(d)(1) and

900.12(i).

NAC 457.305 Manual for quality assurance: Preparation and contents. The operator of afacility
shall prepare or cause to be prepared a manual for quality assurance for the facility and shall
allow adequate time for the performance of all quality assurance duties. The manual must
include:

1. The name, position and a statement of the qualifications and duties of each person at the
facility who isresponsible for:

(a) Supervising the performance of mammography;

(b) Performing tests for quality assurance; or

(c) Repairing or maintaining machines.

Thisinformation may be included in an attachment to the manual.

2. Detailed provisions for a program of quality assurance for the image receptor and image
processing systems of any pxereradiographic-machinel-non screen-film system at the facility
that must:

(a)Be substantially the same as recommended by the manufacturer.

(b)[FFhispregram-must-bl Be approved by the Health Division beforeit is put into effect.

3. Detailed provisions for a program of quality assurance for the image receptor and film
processing systems of any machine at the facility that uses a [fihm—and-sereen} screen-film
image receptor. These provisions must:

(a) Specify thetests for quality assurance that are required to be performed at the facility.

(b) Establish the frequency with which each such test is to be performed and the range of
acceptable results for each test.

(c) Specify the procedure to be followed if the result of any test is not within the acceptable
range.

The program established pursuant to this subsection must provide for the performance of tests for
quality assurance in accordance with the requirements of NAC 457.420 to 457.480, inclusive, or,
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if the operator of the facility has elected to comply with those standards, the alternative standards
described in NAC 457.405.

4. A copy of any form required to be used in connection with atest for quality assurance.

5. Information concerning the cleaner recommended by the manufacturer of any screen used
with amachinein the facility.

Section 7. NAC 457.310 is hereby amended to read as follows:

NAC 457.310 Maintenance of records. Generally; tests for quality assurance; signature and
initial cards; number of films used for patients.

1. The operator of afacility for mammography shall ensure that records are maintained in the
manner provided by NAC 457.200 to 457.480, inclusive. The records must be kept at the facility
and must be reasonably accessible to any representative of the Health Division.

2. Each record of atest for quality assurance must set forth the date on which the test was
performed and the name or initials of the person who performed the test.

3. A signature or initial card must be kept with the records maintained pursuant to subsection
1 to assist in identifying each person who signs or initials those records. The card must contain
the full name in type or print of each person who signs or initials the records maintained at the
facility and:

(@ If it is a signature card, the lega signature of each person who signs the records
maintained at the facility; or

(b) If itisaninitial card, the initials of each person who initias the records maintained at the
facility.

4. The operator of a facility for mammography shall ensure that the number of films or
projections used for each patient is recorded on the patients’ log.

5. Each record for quality assurance shall be made and evaluated immediately after the test
is completed. If the results exceed the action limits, corrective action shall be completed,
verified, and documented before any patients are examined or patient images are processed.

Section 8. NAC 457.312 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(c)(4) and

900.12(i).

NAC 457.312 Maintenance of records: Retention of records; availability to patients.
1 Each facmty for mammography shaJI mamtam {eaeh—mammegram—and—aeeempanymg

e#eareijatlent records as requwed in 21 CFR 900
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2. Facilitieswith digital mammography machines must be capable of printing or providing
patients, their representative or other physicians with hard copy images of primary
interpretation quality.

Section 9. NAC 457.313 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(c).

NAC 457.313 Mai ntenance of records Wrrtten reports of mammograms required.

The operator of afacility shaII ensurethat all:

1. Mammograms have a preliminary interpretation within 7 working days of the exam.
The interpreting physician must contact the patient’s responsible provider of care at the time
he/she interprets the mammogram for all positive mammograms or those that need additional
workup or evaluation.

2. Mammography records and reports are asrequired in 21 CFR 900.

Section 10. NAC 457.315 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12()(12)

NAC 457.315 Maintenance of records. Repair or calibration of equipment used to perform test
for quality assurance.
&} A record must be made of any repair or calibration of the equipment used to perform a

test for quality assurance{—'Fhereeerd—must—meledeJeheﬂieHewmgmrmanee

accordance Wrth 21 CFR 900

Section 11. NAC 457.320 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e).

NAC 457.320 Maintenance of records: Information relating to machine.

3} A record must be maintained—for—each—machine—at—thefaciity,—of the folowing
wtormeationrdating to-the machine:
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mammography related equipment asrequired in 21 CFR 900.

Section 12. NAC 457.325 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(d)(2)

NAC 457. 325 [—FH—FFI} Image proc ng or printing systems: st&ef—een#el—ehaﬁsandreemFel
-+ () The operator of afacility

sqaare—meter—} document aII malntenance quallty assurance and quallty control of |mag
processing or printing equipment asrequired in 21 CFR 900.

Section 13.  NAC 457.330 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)

NAC 457.330 Control chart: Required information. The following information must be plotted,
evaluate and corrective action completed and verified before any patients are examined or
films processed each day that mammaography is conducted, on a control chart:

1. The values obtained from the daily exposure and processing of sensitometric strips.

2. The exposure time or mAs and the number of objects visible in the image of the breast
phantom in each frenthly]} test of image quality.

3. A description of any change in operating conditions made as the result of atest for quality
assurance.

4. The operating levels and control limits for each test for quality assurance performed.

Section 14.  NAC 457.335 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)(4)
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NAC 457.335 Inspection of facility and required records. The operator of a facility for
mammography shall:

1. Allow an employee or other representative of the Health Division to inspect the facility at
any reasonable time.

2. Make available to an employee or other representative of the Division any record required
to be maintained pursuant to NAC 457.200 to 457.480, inclusive.

3. Make available to an employee or other representative of the division any record
required demonstrating satisfaction of the regulations, to include worker schedules and/or
payroll records to demonstrate who worked each day mammography was performed.

Section 15. NAC 457.340 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)(5)(vi)

NAC 457.340 Physician who supervises operation of machine: Duties. The physician who
supervises the operation of a machine at afacility for mammography shall:

1. Prepare amanual of procedures for the operation of the machine.

2. Review and update the manual as required, or at least every {6112 months. A signed and
dated record of the review and updaIe must be prepared and kept at thefaC|I|ty
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Section 16. NAC 457.345 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)(1)

NAC 457.345 Interpreter of mammograms. Requirements for certification of machine;
qualifications; duties; continuing education.

1. A person who is employed or retained by a facility for mammography to interpret
mammograms must comply with the requirements of this section as a prerequisite to the issuance
or renewal of any certificate for a machine located at the facility.

2. The person:
(a) Must be a physician licensed pursuant to chapter 630 or 633 of NRS; an
(b) A oot otherwien orovi P thic o b b "
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certificate] Meet the requwementsfor an mterpretlng phyS|C|an found in 21 CFR 900

Section 17. NAC 457.347 is hereby amended to read as follows:

NAC 457.347 Interpreter of mammograms: Temporary employment at other facilities.

1. A person who is employed or retained by a facility for mammography to interpret
mammograms pursuant to NAC 457.345 may interpret mammograms at another facility for
mammography for not more than 60 days each year if:

(a) He has obtained written authorization from the operator of the facility where he will be
temporarily interpreting mammograms, and

(b) The facility where he will be temporarily interpreting mammograms maintains a copy of
the current certificate for a machine issued by the Health Division to the facility where the
person is regularly employed or retained, that identifies the person who will interpret
mammograms at that facility, and a copy of all credentials demonstrating the temporary
interpreting physician’s qualifications are current.

2. The facility where he will be temporarily interpreting mammograms must verify the
temporary interpreting physician’s credentials are current at the start of each period of
temporary employment.

F2}3. The facility where a person is temporarily interpreting mammograms shall retain a copy
of the written authorization and the certificate described in paragraph [{b}-of-subsection} 1 for at
least 2 years after the person ceases to interpret mammograms at that facility.

Section 18. NAC 457.350 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)(2)

NAC 457.350 Mammographer: Qualifications. A person who desires to fapphr—for—a
mammegrapher-s-certificatel work as a mammographer in Nevada must be certified in genera
radiography by the American Registry of Radiologic Technologists, or by another organization
approved f-writingl by the Health Division, and fmust} hold a valid Nevada mammographers
credentlal F

technologist must make appllcatlon to the Nevada State Health Divison, Radlologlcal Health
Section, and provide the required documentation to show the technologist meets the
requwementsfound in 21 CFR 900.
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Section 19. NAC 457.355 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)(2)

NAC 457.355 Program of instruction in mammography: Approval; required instruction.

1. A program of instruction in mammography that is undertaken to meet the requirements for
issuance of a mammographer’s certificate must be approved by the Health Division, provide at
least 40 contact hours specific to mammography and comply with the provisions of this section.

2. The program must include instruction in:

(a) The anatomy and physiology of the female breast, with instruction in the following topics:

(1) Mammary glands.

(2) External anatomy.

(3) Subdivision for localization.

(4) Retromammary space.

(5) Central portion.

(6) Cooper’ s ligament.

(7) Vessels, nerves and lymphatics.
(8) Breast tissue.

(b) The classification of breast tissue.

(c) The epidemiology of the breast, methods of detecting breast cancer and sources of
information relating to epidemiology of the breast.

(d) The effects of adjustments relating to the setting of the exposure timer, current and
voltage.

(e) The positioning of the breast for mammaography, with instruction in:

(1) The following positions:
(I Craniocaudal.
(I1) Medial lateral oblique.
(1) Axillary.
(V) Lateral.
(V) Mediolateral.
(V1) Lateromedial.
(VII) Exaggerated angled craniocaudal .
(V1) Craniocaudal without compression.
(1X) “Cleopatra’ or 30° oblique.
(X) Coned or spot compression.
(X1) Latera oblique.
(XI11) “Coathanger” or displaced.
(X111) Modified craniocaudal.
(X1V) Modified mediolateral oblique.
(XV) Other positions as required.
(2) Magnification.
(3) Errorsin positioning.
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(4) Specia techniques for mammography of the postoperative breast and the augmented
breast.
(5) Special radiographic techniques for breast localization and specimen radiography.
(f) The evaluation and critique of mammograms, with instruction in the following topics:
(1) Criteriafor determining the quality of images.
(2) The scanning of images.
(3) The detection of pathology.
(4) Benign and malignant lesions.
(5) Mass lesion borders.
(6) Cacifications.

(g9) The biological effects of radiation and protection from radiation.

(h) The techniques and methods of quality assurance.

(1) The methods of breast imaging other than mammography.

3. A person who is enrolled in a program of instruction in mammography pursuant to this
section shall not operate a machine for mammography unless a mammographer is present while
that person operates the machine and is able to stop the procedure for performing the
mammogram at any time.

Section 20. NAC 457.360 is hereby amended to read as follows:

NAC 457.360 Mammographer: Duties. A mammographer shall:

1. Perform each of his assigned duties correctly and conscientiously.

2. Stand behind a protective barrier whenever X rays are being produced during
mammography.

3. Wear on historso the monitoring device assigned to him during all working hours.

4. Use optimum techniques of exposure.

5. Use optimum techniques for the processing of images.

6. Follow the standing orders and policies for repeated exposures established for the facility
at which he is employed.

7. Correctly determine what views are required, based on a written protocol, and position
patients properly.

8. Limit the size of the X-ray field to the area of clinical interest.

9. Instruct each patient clearly to avoid movement by the patient.

10. Use appropriate compression with due consideration to the particular circumstances of
each case.

11. Handle films, cassettes for holding film and fxereradiographicplates—earefulhy} other
image receptors for mammography to eliminate artifacts.

12. Post his mammographer’s certificate where it can be seen by patients.

13. Record hisfull name on the record of each patient.

14. Ensurethat his name or initials are included in the information which appears on the edge
of each film asit is exposed.

15. Sign or initial the patients log to indicate each patient upon whom he performed
mammography.

16. Indicate in the space located after his signature or initials in the patients' log, the number
of films used for each patient.
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Section 21. NAC 457.365 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(c)(4)

NAC 457.365 Mammographer: Prohibited acts. A mammographer shall not:

1. Perform mammography except under the supervision of a physician who is licensed
pursuant to chapter 630 or 633 of NRS and meets the requirements of NAC 457.345.

2. Except as otherwise authorized by the Health Division pursuant to NAC 459.554, perform
mammography without a prescription or order from the patient’s referring or responsible
provider of care. The mammographer shall post a copy of the authorization of the Health
Division in a conspicuous place near the machine.

3. Use any machine unless there have been established for the facility for mammography:

(d) Written standing orders concerning the number and type of views to be taken of each
patient; and

(b) A policy governing the repetition of exposures in any case where the image obtained from
the first exposure is inadequate.

4. Make adiagnosis based on any mammogram.

5. Operate a machine without having been trained to operate that machine safely and
effectively.

6. Report a diagnosis to a patient, except that the mammographer may provide the patient
with fa—eepy-of-al the mammogram or a copy of the report by the physician who interprets the
mammogram, or both, without any comment to the patient concerning the contents of the
mammogram or report.

7. Touch the breast of any patient, except as required to position the patient for
mammography or to obtain clinical information to assist the physician who supervises the
operation of the machine in arriving at adiagnosis.

8. Routinely hold the patient or the image receptor during an exposure.

Section 22.  NAC 457.370 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)(2)(iii)(B)

NAC 457.370 Mammographer: Renewal of certificate; continuing education.

1. A mammographer who desires to renew his mammographer’s certificate must submit to
the Health Division proof of a current credential in general radiography and an application for
renewal. The application must be received by the division not less than 30 days before the
expiration of the certificate.

2. Each mammographer must, as a condition of renewal, furnish to the Health Division
evidence that he has received not less than 15 hours of continuing medical education in
mammography during the preceding 3 years (36 months). Passing the ARRT or equivalent in
mammography after receiving the Nevada Mammographer Certification will not be recognized
as meeting the continuing education requirements in this section. Continuing education
received in compliance with the provisions of this subsection must be approved fir-witing} by
the division or a national or regional organization approved by the division, including, without
limitation, the American College of Radiology or the American Society of Radiologic
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Technologists. Evidence of continuing education must include a certificate of completion issued
by the sponsoring organization. The certificate must include:

(8) The name of the person;

(b) The number of hours of credit relating to mammography earned by the person; fand}

(c) The name of the representative of the sponsoring organization who issued the
certificatel-}; and

(d) The date of the training.

3. Continuing education units earned through teaching or attending a specific course can
be counted only once towards the 15 required by this section, even if the course is taught or
attended multiple times during the previous 3 years (36 months).

Section 23.  NAC 457.375 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(b) and

900.12(e)(5(iv)

NAC 457.375 Design and use of machine.
B} A machl ne, including its X- ray system and itsi mage receptor system and its components,

meet the standards found in 21 CFR 900 and be approved for mammography by the u. S
Food and Drug Administration.
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Section 24. NAC 457.390 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(b)(12) and

900.12(e)(4)(ii)

NAC 457.390 [Jse-effim-and-screen—+ Image receptor: Required equipment. HH—any
[uses afilm and screen image receptor, the following

machine-atal A facility for mammography
eguipraent} must thel maintainfed} at the facility, properly calibrated and in good working order:

1. A breast phantom capable of depicting:

(a) A mass having awidth of 0.5 millimeter or less;

(b) A cacification having a diameter of 0.24 millimeter or less; and

(c) Fibers of nylon or similar material having awidth of 0.75 millimeter or less.

2. A wire mesh contact tool designed for use in mammography with a 40 mesh (40 wires per
inch) copper screen, for facilities using screen-film imaging.

3. A thermometer accurate to = 0.5°F. A thermometer containing mercury must not be used,
for facilities using screen-film imaging.

4. A sensitometer that generates blue or green light, as appropriate to the type of film used at
the facility, with a reproducibility of + 0.04 log exposure, for facilities using screen-film
imaging.

5. A densitometer accurate to + 0.02 optical density and having a range of 0.00 to 3.5 optical
density, for facilities using screen-film imaging.

6. Thefacility shall useintensifying screensfor mammography that have been designated
by the screen manufacturer as appropriate for mammography and shall use film that is
matched to the screen's spectral output as specified by the manufacturer.

Section 25.  NAC 457.395 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)(4)(i)

NAC 457.395 Darkroom: Prohibited activities; cleanliness; safelight.

1. A person shall not smoke or eat in the darkroom of afacility for mammography.

2. The darkroom must be kept reasonably free of dust.

3. Counter tops and the feed tray of any film processing equipment must be cleaned daily
before any film is handled or processed.

4. Hands must be clean and dry when touching a film.

5. A darkroom safelight must be equipped with an appropriate combination of filter and bulb.
Information concerning the required combination must be prominently posted in the darkroom
area.

Section 26.  NAC 457.400 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(¢)

NAC 457.400 Mandatory performance of tests.
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quality assurance found in 21 CFR 900 must be performed whenever any component of the X-
ray machineisrepaired or replaced, and before the machine is used for mammography.

2. If therepair or replacement affects:

(a) Image quality[, the test described in NAC 457.425 must be performed].

(b) The accuracy or consistency of operation of the exposure timer or automatic exposure
control{—fhefe&d%en—bed&nh%%?—%@must—beperfermed}

(c) Milliampere-seconds linearity »

(d) The accuracy of the kilovolt peak indicated by the machrne[—fhe%eﬂ—deeenbed—mNAG
LETACE v e oo el

(e) The skin entrance exposure or glandular tissue dosel;-the-test-described-tr-NAC-457.465
o otorsodl

(f) Focal spot size], the test described in NAC 457.470 must be performedy].

(g) Half-value layer, fthetest-deseribed - NACA57.475 must-beperformed].

Section 27. NAC 457.405 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)

NAC 457.405 Frequency of mandatory tests; optional compliance with alternative standards.
1. Except as otherwise provided in subsection 2, the operator of afacility for mammography

shall ensure that the tests for quality assurance fdescribed—in—NAC-457.420t6-457.480;
rneleewe}are performed{—

Section 28. NAC 457.410 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(a)

NAC 457. 410 Qualrﬂcatlon of persons to perform teﬂs
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—(le)—I9+ag|ﬁtestr(:—)4—|ﬁay—|ahy5|esj1 Ind|V|duaJs performlng testlng must meet the qualifications
as stated in 21 CFR 900.

Section 29. NAC 457.415 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(¢)

NAC 457. 415 Appllcabl li |ty of prowsons to flxed and mob| le eqw pment

mammography equment must meet the requwements stated in 21 CFR 900.

Section 30. NAC 457.420 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(b) and

900.12(e)

NAC 457.420 Test of film processing equipment.
1. A test of film processing equipment used for mammography must be performed each day
that the equi pment IS |n operatlon before any clinical films are processedf-
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in 21 CFR 900.

2. Theresults of the tests must be recorded, plotted, evaluated and acted upon immediately
after the test is completed and before any patient's films are processed. |f the results are not
within the action limits, corrective action must be completed and verified as successful before
any patient films are processed.

Section 31. NAC 457.425 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)(2)

NAC 457.425 Test of image quality.

1. [Except—as—otherwiseprovidedin—this—sdbsection—t}The operator of a facility for
mammography shall ensure that {menthly} tests of |mage qual |ty {rs}are performed usi ng a breast

Section 32.  NAC 457.435 is hereby amended to read as follows:
Changes to incorporate
CFR 900.12(e)(3)
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NAC 457 435 Analysrs of rejected mammograms —H—'Fheeperater—ef—&iaeﬂ%y—shau—ensure

prepareeLpureaant—taNA@%?—C%@@ﬂ—The operator of a faC|I|tyfor mammography shaII ensure
that rejected mammograms are evaluated as required in 21 CFR 900.

Section 33. NAC 457.445 is hereby amended to read as follows:
Changes to incorporate

CFR 900.12(b), 900.12(d) and

900.12(e)

NAC 457.445 Verification of safe operating condition of machine; records.

1. Before any machine is placed into service, following major repairs and at least annually
thereafter, it must be examined to verify that it isin safe operating condition.

2. The exami nation mustf:

—@%B}be made by&
—(4)-A} amedical physicisti;}as stated in 21 CFR 900.
[(2) A heatth physic

3. The person making the examrnatlon shall make a written record of his findings and
submitf:
—{@ay-Fthe record to the operator of the facilityf;-and
—(b)-A-copy-of-the record-to-the Health-Division}-within 30 days after the examination.

4. If the operator of the facility does not receive the written record within the period
prescribed in subsection 3, he shall remove the machine from service until he receives the record.

5T b Divicion chatl reviow ]

The following sections, 34 through 44, are replaced by references to CRF 900.12(b) and
900.12(e) as found above in NAC 457.315, 457.320, 457.330, 457.340, 457.375, 457.390,
457.395, 457.400, 457.405, 457.415, 457.420, 457.425, 457.435 and 457.445.

Section 34. NAC 457 380 is hereby amended to read asfollows (DELETED)
N A\ /] - ! !
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Section 36. NAC 457.430 is hereby amended to read as follows. DELETE

Section 37. NAC 457 4401s hereby amended to read asfollows: DELETE
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Section 39. NAC 457.455 is hereby amended to read as follows. DELETE
[ _ F i { Kilovol "

Section 40. NAC 457.460 is hereby amended to read as follows: DELETE

Section 41. NAC 457.465 is hereby amended to read as follows. DELETE

Section 42. NAC 457.470 is hereby amended to read as follows. DELETE

Section 43. NAC 457.475 is hereby amended to read as follows. DELETE
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Section 44. NAC 457.480 is hereby amended to read as follows: DELETE
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