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Dear Mr. Mallett,

This is in response to your letter and enclosed Notice of
Violation, dated May 8, 1990, regarding the routine safety
inspection which was conducted by Mr. W.P. Reichhold on April 3
and 4, 1990, of Rocha Professional Service Center Inc.'s (RPSC)
nuclear pharmacy in Cincinnati.

During this inspection, five viclations were identified. 1In
addition, your letter notes an incident involving a therapy dose
sent by our facility, which was over 10% of the amount requested
by the customer. Your letter also reflects what ",..appears to
be a breakdown of management's control over the radiation safety
program during the radiation safety officer's absence." Set
forth below. are responses to these violations and issues, each
of which is preceded by a summary thereof, for your ease in
review.

Violation No. 1:

|
|
"The alternate Radiation Safety Officer (RS0O) received
neither the 40 hour on-the-job training course nor an outside
| training course on the duties and regponsibilities of an
‘ RSO. The alternate RSO assumed the R50's duties from October
‘ 1, 1989 until January 2, 1990."
Response: While we acknowledge that the alternate RSO did
not receive the requisite training, during a substantial
portion of the above period of time, we had been actively
recruiting a new nuclear pharmacist who would have assumed
the role of pharmacy manager and alternate RSO. In late /
November, at about the same time this potential employee
changed her mind and decided to not work for RPSC, we learned
that Ms. R. Fire would be returning to the Cincl..nati
facility.
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In the future, betore any designated alternata RSO assumes
the duties of an RSO, his or her experlence will be reviewed
and evaluated by the corporate Regulatory Affairs Department
to determine whether or not said individual requires a 40
hour on-<the-job training course or an outslde training course
on the duties and responsibllities of an RSO, 1In the event
such training is required, said individual will not assume
the duties of an ESO untll the completion thereof. 1In those
instances where an individual has had prior experience as an
RSO, or has functioned as a senior level radiopharmacist, he
or she will not be required to complete either of the above
training courses. However, a review of the facility's NRC
and State radioactive materials license will be performed by
any such individual. 1In addition, future audits of this
facility will ' eclude an evaluation of any alternate RSO's
experience and’or training.

Violation Ne. 2:

“The R30 did not investigate the cause of an exposure over
the investigational level. For example, the extremity
exposures for an individual were 1,960 millirem and 3,970
millirem for the third quarter of 1989, but the exposures
were not investigated."

Response: It has always been a practice in this facility
that each Individual review his or her exposure reports and
subsequentlially initial them, as part of documentation of
that review. Further, discussions have occurred in the past
regarding exposures that are over investigational levels:
however, it was not common practice to document these
discussions. As of April 5, 1990, weekly and monthly
exposure reports are being reviewed by the RSO, who monitors
for quarterly limits. Further, the cause(s) of exposures
excaeding ALARA limits are being investigated and documented
by the REO as of April &, 1990. Future audits of this
facility will also include a review of documentation of
investigation of exposures exceeding ALARA limits.

Vieclation No. 3:

"The Safety Audit Team did not audit the pharmacy guarterly
for at least the first year of operation., For example,
audits were not done in the first quarter and last guarter
within the first year of operation.”

Response: The facility was licensed in March 1989, Safety
Audit Team inspections have been conducted at this faclility
on the following dates: August 22, 1989, December 20, 1989
and April 20, 1990. To enhance compliance with license
conditions and regulations, two audits (rather than one
audit, as regquired by license condition) will be conducted at
this facllity pricr to April 1991 These visits will also
Include a training session by the auditor in those areas that
he/she views as appropriate.
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