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U.S. Nuclear Regulatory Commission l'
Region IV M 30 W ji;..

Material Radiation Protection Section I

'

611 Ryan Plaza Drive, Suite 1000 E 1..___Arlington, TX 760) 1

- Dear Sir:

Enclosed is a copy of the revised Quality Management Program for Evans Army
Community Ilospital's (license # 05-26854-01) Nuclear Medicine Department. The
QMP was approved by the Radiation Control Committee on March 19,1997,

i

Please contact me ifyou.need any further information, at phone # (719) 526-7361. |
'
.

Sincerely, !
i

b |
%

1 Enclosure on D. Satko
First Lieutenant, U.S. Army
Radiation Safety Oflicer
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MCXE-RAD (NM) 22 January 1997

MEMORANDUM FOR Radiation Control Committee

SUBJECT: Revised Nuclear Medicine Quality Management Program

1. Enclosed is a copy of the revised Quality Management Program
as is outlined in Title 10, Code of Federal Regulations, Part
34.32 for your approval.

2. Our POC is the undersigned at 6-7350.

Encl ROYCE K. SOLANO
' LTC, MC

Chief, Nuclear Medicine Service
.

3 IL
L.' MAY 301997 _d
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NUCLEAR MEDICINE SERVICE

EVANS ARMY COMMUNITY B0 SPITAL
FT. CAESON, CO 80913-5101*

I

i QUAIJTY MANAGERENT pftOGRAIS
Na*l & Na*l Doses greater than 30901 and ad Radiopharmaceutical Therapies

1._Elggggg, The objective of the Quality Management Program (QMP) outRned in Title 10, Code of
Federal Regulations, Part 35.32 le to provide high consdence that byproduct metanol or radiation from
byproduct metenal wel be administered as directed by the authonrad user. This document prmndes
guidance to cEnic staff in the maintenance and implementabon ( the QMP. Ttus also cerufles that inis
QMP has been implemented.

2. JanDa. This program opplies to everyone irwolved with directin0 the administration of or directly
administering any radiopharmaceudcol therapies or Na*1 and Na*l in quantitles greater then 30 uCl.

3. Procedures; ,

!

a. A written directive is a written radiopharmacouncal order for a specific pellent which is dated
and signed by an autherland user prior to the administradon of the i- " - i ..--~= W. The wntten

'

directive mustcontain the radt i., - f ~--". the dessee, and the route of admirustration.i;

b. An authonzed user will prepara a written directive (e.g., an order on a nuclear medicine
consultation request) prior to the administration of Eng rarhudiosi therapy does or any Na*l

! or Na*ldose greater then 30 pCl.
!

c. There are three cases that momy the above.

(1) Awritten revleton to a wnteen directive may be made for any diagnosce or
therapeutic procedure provided that the revision is signed and dated by an authorund user pnor to the
administrebon of the radiopharmeasutical.

(2) An oral revision to a written directive may be made if a daisy in treatment would
i adversely a5ect the pedent's health.

|
-

I- (a) The technologist will record the change in the patient's record immediately.

! (b) The authorized user will prepare, sign, and date a revised written directive within 48
hours.

(3) An oral directive may be acooptable in seu of a wneen directhe if any daisy would
adversely a#ect the potlant's health.

(a) The technologist wlE record the oral directive in the pebent's record imrneciaudy.

!

| (b) The authortred userwiR prepare, date, and sign a written directive within 24 hours of
the oraldirecthe

i d. Before does administration, the identity of the pedant named in the directive wit be vertfled by
et least two methods. Verbal identlAcation, maitary or civilian ID card, haupttallD bracelet, hospital-

i
medical card, and medicalinsurance card are examples of acceptstes melhoes for Ideneficesion.

!
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: MCXC-NM
j Quelty Management Program

i e. Before does adminisemeon, there wm eino be cannrmadan of moreement banneen the writtan
i directive and the planned does to be adrmrustered. This includes conArmellon of:
i

I (1) theredlopharmaceutical,
i
I (2) the dosage (as measured in a dose celibrator), and

(3) the routs of adminletration.

| f. The admimatering technologistwts seek guidance frorn the NColC, Floor Supervisor, or
j authorized user if he/she does not understand how to carry cut the written directhm.
t

j g. Dose aciminstration wW be documented. This is typicagy done by fMEng in the appropnate
i areas and initiaNng the nuclear medicine consultacon Ibrm.

.

h. At least once every twelve rnanths, the Chief, Nmdaar Medicine and at leset one other person
will review a minimum number of cases (see Table 1) plus all misedministramons and reconsable events.

! covered by the casP. This renew is to idanufy and eyelume any Urumenced devemons from the wntion
i directives. Each reviewerwat
i
! (1) conarm that a written direcifve was prepared.
:

i (2) verify its agreement with the administered radiopharmacouncel,
| dose, and route, and
!
! (3) note any deviations found durmg the review.
;

!

!
,

i Table 1. This outNnes the minimum Number of Procedurse Sample Size
'

number of tendomly selected patient 1 to 75 All
i recorde requiring review The
i tabulated values were extracted frorn 7662100 70

| 10 CFR 32.110(b), Table (3) and
,

101 to 200 86 irepresent a rneximum egowebte4

i detect ruta of 2 percent based on the 201 to 300 95

!
" "

; period 301 to 400 100

! 401 to 600 105
.

i 801 to 800 110
|

| *

! Table 1. QRAP t.at Tolerance Percent Defective: 2.0 percent
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MCXC-NM
Qualdy *i .-; ,ent Program, .

)
i 1. The Chief, Nucteer Medmine in conjunction wdh the Radiation Protection Omcer wE evaluate

| and respond to any recordable event wnhin 30 days after discovery by:
;

| (1) assembling the relevant facts including the cause,
.

| (2) klontlying what, if any, conective accon is required to prevent recurrence, and

I (3) retaining, Ibr three years, an auditable record of the relevant facts and any correcthe
j achon taken.
1 s

J. The Chief, Nuclear Medicine wN fue a summary repy of the QMP review with the Radiation
Control Committee. This report wIl include a list and evaluston of any deviations noted and any

j conectivo schone taken.
:
' k. The Chief, Nucteer Medicine will also evaluate the eftsettveness of the QMP in meneng its

objectives and will rneks appropnele modifications. This treght typically include a review or the numpets,
types, and sources of any errors as well as their trenda. Any changes in the program wel be recreded and

'

j fumished to the NRC within 30 days afterthe change has Dean made.

I 1. Records of the wntten directhee, the doses administered, the QI@ reviews and evaluations

| along with the findings and recommendations we be meintained in an auditable form fbr 3 years.

5

I 4. The Chief, Nudear Medicine Sennce is the proponent of this document. Address your questions to the
j Chief. Nucisar Medicine at

| \ ^

a

j s ,

#,

1
'

ROYCE K. SOLANO, M.D.
TC,MC-

] Chlef, Nuclear Medicine Service
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NUCLEAR MEDICINE SERVICE
'-*

| EVANS ARMY COMMUNITY HOSPITAL
FT. CARSON, CO 80913-5101

| DOSE TRACKING LOG
;- Ibr Iodine-131 and all Radiopharmaccudcal' therapies

,

PATIENT HIS1VEY:
! j R@20WB?

4
'

Pregnancy matus:
'. MAY 3 01997 J;.

| Breast feeding. _1
'

| FiEGIOfi!u !"

PROCEDUREr(Date: 1
~ "* - - -

| 'g Puient idemi6smeina

.

DOSE REQUES]ED: Type Amount Route Ausborized User Signature Todafs i
! Date/IIme-

_

Requested

Revision

6

NUC12ARMEDICINE'IECHNOLOGIST: If you are uncertain abont how to carry out this directive,you must get help {from the Door sapemsor, NC01C, or Authorized User.
j
i

FATIENT TDEN11FICATION: Name verified verbally Social Sc.'.'riey Nuader '

(VW ese at least two) ID eard (asilitary, license, insurance, medical) Birthdato
. Hospitsi arm band Address -

L Written consent? (for all therapees)

DQSEfMEN: Type Amount Rouse Administering Date Time
Tech's imidais |,

- ._ _

e ,

I I |

SiiP QUAIEIY MANAGEMENT PROGRAM REVIEW:

IWritsas Directive: patient nasw/ID _ route
ra '-:;Mr -- =: cal signaturea

dosage date
,

1.
Patient klostifkation (verIDod by at least two methods),

,

| RadiophanneceuticalAdadaistered = RadiopharmacevocalRequested 1

| Does Ah- ed = Dase ''-;- ~f +/- 10%-

Route M====== red = Rosse * , rf
.

|

| SUMMARY: .

! ReviewerInitiala
/ *pena. Awe Deviations: NO YES (describe & report)

i
,
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