UNITED STATES
NUCLEAR REGULATORY COMMISSION

In the Matter of

Docket No. 30-16055
License No. 34-19059-01
EA 86-155

ADVANCED MEDICAL SYSTEMS, INC.
One Factory Row
Geneva, UH 44041

ORDER SUSPENDING LICENSE AND ORDER TO SHOW CAUSE
(EFFECTIVE IMMEDIATELY)

I

Advanced Medical Systems, Inc., One Factory Row, Geneva, Ohio, 44041
(the licensee), is the holder of Byproduct Material License No. 34-19089-01
issued by the Nuclear Regulatory Commission (the NRC) pursuant to 10
CFR Part 30. The license authorizes possession and use of 150,000 curies of
cobalt-60 as solid metal, 150,000 curies of cobalt-60 in sealed sources, and
40,000 curies of cesium-137. The license further authorizes the installation,
servicina, maintenance, and dismantling of radiography and teletherapy units.
The license, originally issued on November 2, 1979, was renewed on
June 25, 1986, with an expiration date of October 31, 1986. A timely renewal

application has been submitted.

[I
On February 21 and 22, 1985, a special safety inspection of licensed
activities was performed by NRC Region III personnel in response to: (1)
telephone allecations received in NRC Region III regarding ungualified work-
ers performing licensed activities and excessive radiation exposures to hot cell
workers, and (2) a letter from the licensee dated January 24, 1985, reporting

an apparent overexposure of a hot cell worker. Additional information was
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provided by the licensee and enforcement conferences were held regarding

these matters on March 13 and April 12, 1985. Inspection Report No.
030-16055/85001(DRSS) was issued on June 28, 1985, documenting the results

of those inspections and meetings. Four violations of regulatory requirements
and license conditions were identified during that inspection and were docu-
mented in the Notice of Violation and Proposed Imposition of Civil Penalties
issued June 28, 1985. Additionally, on June 28, 1985, an Immediately Effec-

tive Order Modifying License was issued requiring more extensive radiation
protection measures prior to each hot cell entry. On July 31, 1985, the licensee
responded to the Notice of Violation and Proposed Imposition of Civil Penalties
denying all violations and asserting that information existed regarding each
alleged violation demonstrating that no violation occurred. The NRC is currently

evaluating the licensee's response.

I11

The NRC recently has confirmed additional allegations that since the
Sprina of 1985 and as recently as September 1986, employees of the licensee
were directed to perform certain service and maintenance on teletherapy
equipment at medical facilities notwithstandinag their lack of NRC
authorization, their lack of required training to perform the directed
maintenance, their lack of appropriate radiation detection and monitoring
equipment or required service manuals, and their express objections to
performing such maintenance without proper training. In addition, one
hospital at which such service and maintenance was performed has indicated
its belicf that a licensee employee was unqualified to perform the

maintenance on 1ts teletherapy equipment,



v

Based on the above, it appears that the licencee has demenstrated care-
less disregarda for license requirements and, consequently, I lack the requisite
reasonable assurance that the licensee will comply with Commission requirements
in the future. Continued conduct of certain licensed activities could pose a
threat to the health and safety of the public. Specifically, the performance
of installation, service, maintenance or dismantling of radiography or tele-
therapy units by unauthorizes and unqualified individuals could result in the
overexposure of individuals receiving or administering teletherapy treatment
or performing maintenance or service on radiography or teletherapy units.
Therefore, | have determined that the public health, safety and interest

require that License No. 34-19089-01 be suspended as described below.

I have turther determined that, pursuant to 10 CFR § 2.201(c), no prior notice
is required and, pursuant to 10 CFR § 2.202(f), that the suspension should be

immediately effective pending further Order.

v
In view of the foregoing and pursuant to Sections 81, 161b, lélc, 16lo,
182, and 186 of the Atomic Eneray Act of 1954, as amended, and the Commission's
requlations in 10 CFR § 2.202 and 10 CFR Part 30, IT IS HEREBY ORDERED,
EFFECTIVE IMMEDIATELY, THAT:

A. Pending further Order, activities authorized under License No.
34-19089-01 to install, service, maintain, or dismantle radiography

or teletherapy units are suspended.



B. The licensee shall make the following records immediately available for
NRC retention, inspection, or copying: (1) all training records for
employees performing maintenance or service work on teletherapy units,
(¢2) al? leak test records of sealed cobalt-60 sources, and (3) all
invoice and service reports of teletherapy unit maintenance and service
work. The licensee shall also make available for NRC retention,
inspection, or copying any records subsequently identified by NRC
representatives as being relevant to the conduct of Ticensed activities.
The records shall be made available at the licensee's facilities located
in either Cleveland or Geneva, Ohio. The licensee shall not tamper with,
dispose of, or alter in any manner any record that may be relevant to the

conduct of licensed activities.

C. The Regional Administrator, Region III, may relax or rescind any of the

above provisions upon demonstration by the licensee of good cause.

VI
Pursuant to 10 C.F.R. § 2.202(b), the licensee may show cause why this
Order should not have been issued by filing a written answer under oath or
affirmation within twenty days after the date of issuance of this Order, set-
ting forth the matters of fact and law on which the licensee relies. The
licensee may answer this Order, as provided in 10 C.F.R. § 2.202(d), by

consenting to the provisions specified in Section V above. Upon the



licensee's consent to the provisions set forth in Section V of this Order, or
upon failure of the licensee to file an answer within the specified time, the

provisions specified in Section V above shall be final without Turther Order.

VII

Pursuant to 10 C.F.R. § 2.202(b), the licensee may, in its answer filed
under Section V, request a hearing. Any other person adversely affected by
this Order may request a hearing within twenty dayc of its issuance. Any
answer to thi1s Order or any request for hearing shall be submitted to the
Director, Office of Inspection and Enforcement, U.S. Nuclear Regulatory
Commission, Washington, D.C. 20555. Copies shall also be sent to the As-
sistant General Counsel for Enforcement at the same address and the Regional
Administrator, NRC Region III, 799 Roosevelt Road, Glen Ellyn, Il1linois
60137. If a person other than the licensee requests a hearing, that person
shall set forth with particularity the manner in which the petitioner's interest
is adversely affected by this Order and should address the criteria set forth
in 10 C.F.R. § 2.714(d). AN ANSWER UNDER SECTION VI OR A REQUEST FOR HEARING
UNDER SECTION VII OF THIS ORDER SHALL NOT STAY THE IMMEDIATE EFFECTIVENESS OF
THIS ORDER.



If a hearing is requested by the licensee or a person whose interest is
adversely affected, the Commission will issue an Order designating the time
and place of any hearing. If a hearing is held, the issue to be considered at
such hearing shall be:

Whether this Order should be sustained.

FOR THE NUCL;?S REGj;éEfTY COMMISSION
A\ y
/)ha~n¢v o L

~James M. Taylog}z recter
i

& 0ffice of Inspéction and Enforcement
Dated at Bethesda, Maryland
this /f%day of October, 1986.
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