
Winchester \v Medicalcenter 
VALLEY HEALTH 

January 5,2006 

U. S.  Nuclear Regulatory Commission 
Region 1 
475 Allendale Road 
King of Prussia, PA 19406-1415, 

Attn: Pamela J. Henderson, Chief 
Medical Branch 
Division of Nuclear Materials Safety 

Re: Notice of Violation: Docket #03003308: License # 45-01589-01 /u'5c@' 

, .. . 

Dear Ms. Henderson, 

The incident of July 26,2005 occurred because: 
a. The staff involved did not know the proper dose calibrator setting for 
SM-153 as supplied by our radiopharmacy. It was posted in the hot-lab on 
a cork board which had other documentation posted over it and it had been 
nearly a year since the previous SM-153 case. 
b. Neither our internal procedures on therapy dose tolerances nor those of 
the NRC (+/-lo% and 20% prescribed dose respectively) were followed. 
c. No supervising personnel, including the authorized user, RSO, or chief 
technologist, was notified before administration of the SM-153 dose. 

Our QMP, which is appended to the correspondence, has been amended. These 
changes are the 3rd, 4th and 5th sentences of item number 3 and explicitly state our 
dosing tolerance and notification requirements. The proper dose calibrator setting was 
verified on July 27th with a standard fiom our radiopharmacy. This potentiometer setting 
is on an adhesive label which is stuck to the dose calibrator. We will do this for all beta 
detected radiopharmaceuticals. 

Lectures concerning these changes were given to all staff on July 27 and August 
4, 2005. The QMP changes were presented to staff on January 4,2006. Staff was 
required to read and sign and date the amended QMP. Review of our QMP is required 
for all new staff as part of annual training 
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Based on the actions listed above, Winchester Medical Center believes it is now 
in full compliance. 

Sincerely, 

Dana W. Hare, M.S. 
Radiation Safety Officer 

M. Todd Way, Vice President 

Enc 



QUALITY MANAGEMENT PROGRAM 

POLICIES AND PROCEDURES FOR DIAGNOSTIC AND THERAPEUTIC 
RADIOPHARMACEUTICAL USES 

1. A written directive must be prepared prior to the administration of any therapeutic 
dosage of a radiopharmaceutical or any dosage of quantities greater than 30 uCi 
of either sodium iodide 1-1 25 or I- 13 1. Each written directive will be issued as an . 
order for a specific patient, dated and signed prior to an administration by an I 
authorized user or a physician under the supervision of an authorized user. The 
written directive for sodium iodide 1-125 or 1131 will include the dosage to be 
administered. The written directive for all other therapeutic radiophannaceuticals 
will include the dosage to be administered, the radiopharmaceutical to be 
administered, and the route of administration. 

Procedures for oral directive or revisions to written directive are as follows: 

If, because of the patient’s medical condition, a delay in order to provide a written 
revision to an existing written directive would jeopardize the patient’s health, an 
oral revision to an existing written directive will be acceptable, provided that the 
oral revision is documented immediately in the patient’s record and revised 
written directive is dated and signed by the authorized user or physician under the 
supervision of an authorized user within 48 hours of the oral revision. 

Also, a written revision to an existing written directive may be made for any 
diagnostic or therapeutic procedure provided that the revision is dated and signed 
by an authorized user or physician under the supervision of an authorized user 
prior to the administration of the radiopharmaceutical dosage. 

If, because of the emergent nature of the patient’s medical condition, a delay in 
order to provide a written directive would jeopardize the patient’s health, an oral 
directive will be acceptable, provided that the information contained in the oral 
directive is documented immediately in the patient’s record and a written 
directive is prepared within 24 hours of the oral directive. 

Before administering a radiopharmaceutical dosage, the licensed user or designee 
will verify by more than one method the identity of the patient as the individual 
named in the written directive. The procedure used to identify the patient will be 
to ask the patient’s name and confirm the name and at least one of the following 
by comparison with corresponding information in the patient’s record: birth date, 
address, social security number, signature, the name on the patient’s ID bracelet 
or hospital ID card, or the name on the patient’s medical insurance card. 
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3. The licensed user or designee will verify, before administering the 
radiopharmaceutical, that the specific details of the administration are in 
accordance with the written directive. The radiopharmaceutical, dosage, and 
route of administration will be confirmed by the person administering the 
radiopharmaceutical to verify agreement with the written directive. No dosage 
that varies more than 10% from the written directive will be administered unless 
the authorized user gives permission and modifies the prescribed dose 
accordingly. The authorized user must be made aware of the discrepancy 
immediately. The chief technologist and RSO must also be notified. For photon 
emitting radiopharmaceuticals, the dosage will be measured in the dose calibrator 
and the results compared with the prescribed dosage in the written directive. For 
pure beta emitters, the manufacturer's assay of the radiopharmaceutical, as well as 
any calculations to correct for decay and volume, will be compared with the 
prescribed dosage in the written directive or the dosage will be measured in the 
dose calibrator using a setting andor correction factor previously determined. 

4. The licensed user will direct all workers to seek guidance if they do not ' 
understand how to carry out the written directive. That is, workers will ask for 
clarification if they have any questions about what to do or how it should be done 
rather than continuing a procedure when there is any doubt. 

5 .  The authorized user or a qualified person under the supervision of an authorized 
user (e.g., a nuclear medicine physician, physicisd, or technologist), after 
administering a radiopharmaceutical, will make, date, and sign or initial a written 
record that documents the administered dosage in an auditable form. 

6. Should an unintended deviation fiom a written directive be identified, it shall be 
brought to the attention of the Radiation Safety Officer. The RSO will have the 
deviation investigated, will evaluate the need for corrective action and shall cause 
such corrective action to be implemented. 

7. Upon discovery of a recordable event, the RSO will have the event evaluated by 
assembling the relevant facts including the cause. The RSO will identify what, if 
any, corrective actions are required to prevent recurrence and will retain a record, 
in  an auditable form, for three years, of the relevant facts and what corrective 
action, if any, was taken. The above action will be performed within 30 days after , 
discovery of the recordable event. 

8. Reviews of the radiopharmaceutical QM program will be performed at intervals 
not to exceed twelve months. The review will include a representative sample of 
patient administrations, all recordable events, and all misadministrations for the 
previous 12 months (or last review). Patient cases will be selected at random to 
eliminate any bias in the sampling procedure. The n&ber of patient cases to be 
sampled will be based on the principles of statistical acceptance using acceptance 
sampling tables of lOCFR32.110, assuming an error rate (Lot Tolerance Percent 
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Defective) of 10 percent. (See Table) For each patient case, a comparison will be 
made between what was administered versus what was prescribed in the written 
directive, relative to radiopharmaceutical dosage and route of administration. 
Program reviews will be documented and distributed to all appropriate 
management and departments. 

Lot Tolerance Percent Defective 
10.0 Percent: 

Lot Size Sample Acceptance 
Size Number 

1 to20 All 0 

21 to50 17 0 

5 1  to 100 20 0 

101 to 200 22 0 

20 1 to 800 23 0 

801 to 100,000 39 1 

Lot Tolerance Percent Defective 
5 Percent: 

Lot Size Sample Acceptance 
Size Number 

1 to30 

31 to 50 

5 1  to 100 

101 to200 

201 to 300 

301 to 400 

40 1 to 2,000 

2001 to 100,000 

All 

30 

37 

40 

43 

44 

45 

75 
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Should either a misadministration or a recordable event be uncovered during a 
review of the QMP, the number of cases sampled will be increased to those 
indicated by using the acceptance sampling table of 10CFR32.110 for a Lot 
Tolerance Percent Defective rate of 5%. 

Each review of the QMP will be evaluated to determine the effectiveness of the 
program. Should the number of deviations discovered in the review not exceed 
the appropriate Acceptance Number specified by the Lot Tolerance Percent 
Defective table, the program will be considered effective. Should the number of 
deviations exceed the appropriate Acceptance Number, the program may be 
ineffective. In this case, the RSO shall make such modifications as necessary to 
meet the objectives of the program as defined in lOCFR35.32(a). 

9. Modifications to the QMP may be made to increase the program’s efficiency ’ 
provided the program’s effectiveness is not decreased. The modified program 
will be submitted to the NRC Regional Office within 30 days after the 
modification is made. 

10. Written records of each administered radiopharmaceutical dosage and each 
written directive will be maintained for three years. Rezords of each QMP review 
and evaluation will be maintained for three years. 

11. The radiation safety training program has been modified to include instruction in 
the Quality Management Program. 
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