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STATE OF NEW JERSEY

DEPARTMENT OF LAW & PUBLIC SAFETY
DIVISION OF CONSUMER AFFAIRS
BOARD OF MEDICAL EXAMINERS

IN THE MATTER OF THE APPLICATION

OF Administrative Action

STEVEN J. BIER, M.D. MODIFIED CONSENT ORDER

TO PRACTICE MEDICINE AND SURGERY

)
)
)
)
)
)
IN THE STATE OF NEW JERSEY )
)

This matter was opened to the New Jersey State Board of

Y

Medical Examiners (“Board”) upon receipt of a February 19, 2005

petition for the Board to reexamine the method for Dr. Bier to
reestablish his credentials pursuant to the Mammography Quality
Standards Act (“MQSA”).

On or about July 2, 2001 Dr. Bier, a Radiologist, whose
New York Medical license had been temporarily suspended on May 30,
2000, entered into a Consent Agreement and Order (NY Order) with
the State of New York, Department of Health, State Board for
Professional Misconduct (“New York Board”) which imposed a one-vyear
suspension of his license commencing retroactively on May 30, 2000
and terminating on May 30, 2001. In the NY Order, Dr. Bier did not

contest the First Specification of the Amended Statement of



Charges, charging Steven Bier, M.D., P.C., the Professional
Corporation Respondent, with the failure to maintain a record for
certain patients which accurately reflected the evaluation and
treatment of the patient in violation of New York Education Law
§6530(32). Due to the fact that Dr. Bier’'s license had been
suspended for one year, he acknowledged in the NY Order that he did
not currently meet the qualifications to be an “interpreting
physician” as set forth in Sections 900.2(u) and 900.12 of the

rules and regulations of the Federal Drug Agency promulgated in 21

CFR Part 900 pursuant to the Federal Mammography Quality Standards
Act. As a consequence, according to the NY Order Dr. Bier is not
allowed to independently interpret mammographic examinations until
he reestablishes his qualifications pursuant to 21 CFR 900.12(a)
(1) (iv) . Pursuant to the NY Order, Dr. Bier agreed to reestablish
his qualifications wunder the option set forth in 21 CFR

900.12(a) (1) (iv) (A) (1) by multi-reading mammographic examinations

under the direct supervision option defined in 21 CFR 900.2 (o) (1) .
Dr. Bier is required to submit to the Director of the Office of
Professional Medical Conduct for prior written approval the name
and curriculum vitae of a proposed supervising interpreting
physician who qualifies under 21 CFR 900.12(a) (1) as an
interpreting physician. Under the NY Order Dr. Bier was given an
option to practice radiology for one year only in a hospital
licensed under New York State Public Health Law Article 28 or work
in a non-mammographic facility while he successfully completes

specified volumes from the American College of Radiology



Professional Self-Evaluation Series and fifty hours of continuing
medical education credits. Dr. Bier also agreed to have a three
year practice monitoring period in the event he operates a
mammographic facility.

The Board considered all of the documents submitted and
is satisfied that Dr. Bier may be released in New Jersey from the
requirement, set forth on page three of the New York Order, to
interpret no more that 15 mammograms per week when he reestablishes

his qualifications to be an interpreting physician. This release

will be effective only in the State of New Jersey. The Board is
satisfied that the Iletters submitted by Andrew Novick, M.D.,
Chairman, Radiology Department, Newark Beth Israel Medical Center
and Brian A. Krivisky, M.D., Board of Trustees, Past Presidenﬁ of
Medical Staff Southwest Florida Regional Medical Center, Former
Chairman of Radiology, recommending the Board follow the Federal

government standards set forth in the MOSA provide a basis for this

modification. Specifically, the Federal standard requires a
physician reestablishing qualifications to interpret or multi-read
at least 240 examinations under the direct supervision of an
interpreting physician and to accomplish this within the six months
immediately prior to resuming independent interpretation.

The parties being desirous of resolving this matter, and
it appearing that Dr. Bier has read the terms of the within Order,
he understands their meaning and effect and consents to be bound by
them, and it further appearing that the Board finds that the within

Order 1is adequately protective of the public interest, and it



therefore appearing that good cause exists for the entry of the
within Order,
IT IS on the 22ND Day of MARCH 2005,
AGREED AND ORDERED THAT:

1. The New Jersey Board of Medical Examiners continues to
grant Steven J. Bier, M.D., licensure to practice medicine and
surgery in the State of New Jersey based on his agreement to abide
by the conditions set forth in paragraphs two (2) through seven (7)
of this Consent Order.

2. Dr. Bier agrees that he shall not independently interpret
mammographic examinations in this State until such time as he
reestablishes his qualifications pursuant to the Federal Drug

Agernicy rules and regulations promulgated in 21 CFR Part 900.12
(a) (1) (iv) (A) (1) and (3) attached hereto and made a part hereof.

3. Dr. Bier shall submit to the Board for prior approval the
name and curriculum vitae of a proposed Supervising Interpreting
Physician who qualifies under 21 C.F.R. 900.12(a) (1) as an
interpreting physician who shall not be a family member, personal
friend, former employee or independent contractor, or person or
entity with whom there is or has been a professional relationship
or any other person or entity, who could be deemed in the sole
discretion of the Board, to have a potential conflict of interest
while carrying out supervision responsibilities.

4. Dr. Bier shall be responsible to request and assure-that

the Supervising Interpreting Physician submits to the Board bi-
monthly progress reports and a final report regarding Dr. Bier's
fulfillment of the Federal requirements outlined above prior to his
resuming independent interpretation of mammograms. Prior to Dr.
Bier resuming independent interpretation of mammograms, he shall
submit a written request for the removal of supervision by the
Supervising Interpreting Physician and a modification of this
Order. The Board shall review the final report of the Supervising
Interpreting Physician in this educational credentialing process,
and determine whether it is appropriate to permit Dr. Bier to
commence the independent interpretation of mammograms in New
Jersey. The reports shall be submitted to William Roeder,
Executive Director, State Board of Medical Examiners, 140 East
Front Street, P.0O. Box 183, Trenton, NJ, 08625-0183.

5. In the event Dr. Bier operates a mammographic facility in
this State, he agrees to enter into a three (3) year practice
monitoring period with the Board. Prior to operating a
mammographic facility, Dr. Bier shall contact the Board in writing



to request guidance regarding the structure of the monitoring
program.

6. In the event Dr. Bier accepts an offer of employment or
intends to commence the practice of medicine in the State of New
Jersey, he shall provide the Board with at least fourteen (14) days
prior written notice of his intention to commence the practice of
medicine in the State of New Jersey and provide details pertaining
to his employment position and completion of the MQSA requirements.
This notice shall be submitted to William Roeder, Executive
Director, State Board of Medical Examiners, 140 East Front Street,
P.O. Box 183, Trenton, NJ, 08625-0183.

7. Any failure by Dr. Bier to comply with the terms and
conditions of this Consent Order shall constitute professional
misconduct as defined by N.J.S.A. 45:1-21(e).

8. This Order is in effect until further Order of the Board.

NEW JERSEY,

By:

Bernard Robing,
President

I have read and understand
the within Order and agree

to be bound by its terms.
Consent is hereby given to

the Board to enter this Order.
e e

Steven J. Bier, M.D.
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21 CFR §900.12
mammoegtaphic modality.

(D) Units earned tirough teaching a specific course
can be coumied only ooce rowards the 15 required by
parigraph (a)(1)(i)B) of Cus section even if the
fourse 13 wught mulniplc imes during the previous 16
montbs.

{n1) Exerapnons.

(A) Those physicians who qualified as imcrprenng
physicians under potagraph  (2)(1) of this secuon of
FDA's nterim regalations prior 10 April 28, 1999 are
considered 1o bave met the iwtial fequuremnents of
paragraph (a)(1)(1) of tus scenon, They may continue
10 IRIEPICt mammograms provided they contmue 1o
meet  the  hicenswe rcquiremenmt of paragraph
((D(NA) of rthis secnon  and  the <o

expenence and cducation requuemens of paragraph
{8)(1)(1i) of thus secnon

(B) Physicians who have interpreied or mwln-read at
least 240 mammographic exarmmatioans under the direct
supervision of an interpreting physician in any 6-month
penod durg the last 2 years of a diagnostic radiology
residency and who become appropriately  board
cernfied at the fist allowable nme. as defioed by an
ehgidble cerifying body, are otherwige excmpt from
paragraph (a)( 1 )(1)(D) of this scction.

(v) Reestablishing  qualifications. Ioterpreting
Physicians who fail to ruamtain the required coanning
experience or continuing educaton requirements shall

reestablish thew qualifications before resierung - ghe -

IR

J

independent
follows,

interpretation  of  rmaramo .o

-

(A) Imerpreung physicians who fial to meer the
contmuwig  experience requirements  of paragraph
{(a)(1)(ii)}(A) of this sccnon shal).

(1) Interpret or multi-rced at least 240 mammographic
¢xamipations under the diect Supervision of an
miterpreting physiciap, or

(2) Interprer or nmiliresd a sufficient number of
fammograplic  examinanons, under the durect
fupervision of an interpreting physician. to bring the
physician’s 1ol up 10 960 cxamuations for the poor
<4 mopths. whichever is less,

(3) The interpremtions required usder paragraph
(B((ivXAX1) or (a) DOVIAX2) of thus section shal]
be done wathin the 6 months unmediately pnor to
resuming independent mrerpretation,
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(B) Interpreting physiciags who fail to meet the
coptisuixif  education requernents  of  parsgraph
{a)(1)(iIXB) of this secuon shall obwm & sufficient
umber of additional category I continumg medical
oducation’ credity in mammography 10 brng their total
up to the ill.'eq!.m'f.xl 15 eredats w the previous 36 months
before re.iixmmg tndependent interpretation,
{2) Radiolegic technologists. Al mammographic
examinations  shall be performed by radiologic
echnologists  who rmeet the following  scneral
Tequiremehts,  mammography tcquirememts,  and
contimnng education and experience requirements

i
(1) General requirements.

1o perform general radiographic
procedwres in a State; or

(B) Have general centification from one of the bodies
determined by FDA © have procedurcs  and
requireroents  adequatc 1o enswre thal radiologic
technologists certified by the body are comperent 10
perform radiologic examinations: and

(id) Manmpography requirements. Have, prior to Apri]
28, 1999, \qualified as a radiologic technologist under
pm‘agms)i (8)(2) of this secmon of FDA's intenm
regulationt of December 21. 1993, or completed at
least 40 cémtact hours of documented tminmg specific
to mm&mphy under the supervision of & qualified
instructor.| The hours of documented tmining shall

nclude;, Bit not necessanly be limited 1o:

|
(A) Tra io breast amatomy aod physiclogy,
positiouin‘i’:gd cempression, quality sssurance/quality
cootrol techriques, imsging of paticnts with breast
implans; |

i
{B) I‘het.pcrfomunce of 2 mnimum of 25
examinatons under the direct supervision of an
ndividual quua]iﬁed under paragraph (a)(2) of this
section; and

(C) At least 8 hours of Maining 1n each mammography
modality to: be used by the rechnologist in performing
mammography exams; and

|
(aii) Coxm'ﬂlm'n@ echication requircuents
[

(A) Fnllovﬁng the third anniversary date of the end of
the calenddr quarter in which the iequirements of
paragmphs (a)(2)(i) and (a)(2)(ii) of this section were
complcted.i the radiologic technologist chall have
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