APPENDIX G

MEDICAL BROAD-SCOPE INSPECTION FIELD NOTES
Region I

" NOTE: All areas indicated in field nofes are not required to
be addressed during each inspection. Any reference to patient
is intended to include human research subject '

Inspection Report No. 030-01317/95-001

Licensee (Name & Address):
' License No. 08-01738-02
Department of the Army _ Docket No. 030-01317
Walter Reed Army Medical Center

Washington, D.C. '

. Licenses Contact; Col. William Johnson, .Rpo . Telephone No. (301) 427 5161
Last Aniepdmen_t No. 67 o Déte of Amendﬁent: July, 1995
Program Code: 2110 Priority: 1 | Category: G1
.Date of This Inspection: August 22 - 24, 1995 - ~ Date of.LastInspection: September, 1994
Type of Inspection: ( } Announced (X) Unannounced {X) Routine
() Special () Imitial { ) Reinspection
Next Inspecﬁon Date: March, 1997 | | O) Norn_1al - () Reduced () Extended

_ Summary -of Findings and Action: 7

X) No violations, Regional Letter issued
- () Violation(s), 591 issued

() Violations, Regional letter issned

() Follow up on Previous violations -

Were non-cited violations identified _during-this inspection? ' XY (ON

Was proprietary informétion reviewed by or received by the inspector? . X})Y ()N

) Date G — 5 -G

Date Q/%éédf!“ Z{(pg/
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1. . INSPECTION HISTORY - () N/A - Initial inspection

A, Violations were identified during the last two

inspections or two years, whichever is longer OYCON
B. Response letters or 591(s) dated October 31, 1994
C. Open violations from previous inspections:

NO VIOLATIONS WERE IDENTIFIED DURING THE PRIOR TWO INSPECTIONS

2. ORGANIZATION AND SCOPE OF PROGRAM
A. Org.an.iz.ational Structure:

This facility is a part of the larger organization of the U.S. Army. Head of this
organisation is a general, but this facility is in effect supervised by Col. Brown
(Deputy Chief of Clinical Services). Col. Tomliinson (Deputy for Preventive
Medicine Services) is next in command. The RSO (Radiation Protection Officer)
reports to Col. Brown or Col. Tomlinson. Licensed activities are supervised by
the Health Physicists who are headed by Col. William Johnson, Chief of Physics

. Office (who is also the R$0). Captain Dopavant, and Mr. Burton are his assistant.
Licensed activities are conducted in the Departments of Nuclear Medicine,
Radiation Oncology, and Research. Main research activities are mainly in two
separate institutes: Armed Forces Institute of Pathology (AFIP) and Walter Reed
Army Institute of Research (WRAIR). Both of these facilities are located in the
main complex (Georgia Avenue). Other research labs are in Forest Glenn facility,
but according to the RPO, there is a very limited use of radioisotopes at this
facility and most of the research using radioisotopes is conducted at AFIP and
WRAIR. ' '

Individuals contacted during the inspection included: *Col. Johnson (RSQ), *Col.
Tomlinson {Second in Comunand), Capt. Donnavant (HP Branch Chief), *Mr.
Burten (HP Branch Chief), Capt. Watkins (Nuclear Pharmacist), Col. Bemdt
(Nuclear Pharmacist), Ms. Yvette Sayer (CNMT), Dr. Choi (Medical Physicist),
Anthony Moore (NMT), Dr. Cindy Wright (Research), Dr. Stephen Rothwell
(Research), Dr. Richard Gordon (Research), Dr. John Newland (Research).

* Individuals present at exit mesting

1. Mests license requirements [L/C] - XYON
2. Multiple authorized locations of use X)Y ()N

Medical & research facilities located at the main complex (on Georgia Avenue}
were inspected. The facility at Forrest Glenn (that houses the radioactive waste
storage) was inspected. The RSO stated that most of the use of Licensed matenal
is at these facilities.

3. - Briefly describe scope of activities, including types and quantities
_of use involving byproduct material, frequency of use, staff size, etc.

Licensed activities are conducted in three areas, namely, Nuclear Mediciue,

Radiation Oncology, and Research. During the current inspection, only Nuclear
Medicine and Radiation Oncology areas were inspected.
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Nuclear Medicine (hot fab) is headed by a nuclear pharmacist {Captain Watkins).
Sargent Dunkel is the Chief Administrative Technologist. There is a civilian
CNMT (Ywvett Sayer) to who the NMTs report. There are 14 staff NMTs. There
are 9 cameras, each located in a separate room. Although more than one NMT
may be working in a scanning room, there is one NMT who is assigned to ensure
the radiation safety aspects (QC and surveys, eic.) in that room. There is a one
year Radiopharmacy Residency program that trains personnel as radiopharmacists
and Col. Berndt (himself a radiopharmacist) is the head of this program. In
addition to this, there is also a training program for the NMTs. Trainee-NMTs are
assigned to work in the hot lab under direct supervision of CNMT or staff NMT.
Only three persons (Watkins, Sayer, and Dunkel) are authorizad to order
radiopharmaceuticals. There are four physicians that are involved in the NM
activities. Dr. Rodriguez is the chief of NM. The department operates from 6:30
a.m. to 4:30 p.m. on weekdays. One of the NMTs is on call during other hours.

Routine diagnostic procédures are performed using Te-99m, TI-201, Ga-67, In-111,
Cr-51, I-123, I-131, and Xe-133, Therapeutic dosages of 1-131 (liquid as well as
in capsule form), P-32, and Sr-89 are also administered. Approximately 40
patients are scanned each day. The majority of scans consist of bone scans, and
cardiac studies. - Approximately seven therapeutic dosages of 1-131 are administered

each month of which one is a large dosage that requires hospitalization. Some of

the 1-131 therapy dosages are as high as 502 mCi, The use of P-32 is very
infrequent (only 1 a year), Sr-89 is administered appromixately twice a month. All
therapy dosages are administered by a physician. QMP reviews of administrations
are conducted by the nuclear pharmacist and the results are submitted to the RSC.
The department also has an internal audit program, where the chief of NM (Dr.
~ Rodriguez) or a designee (also a physician) reviews the therapy administrations,
and a written report of this audit is prepared and a QA committee reviews fhis
report. If item/items of non-compliance are noted in this audit, RSC is notified of
the findings and corrective actions are discussed and approved by the RSC,

Currently the record keeping is not computerized. However, Capt. Watkins stated -

that once the dose calibrator is connected to the computer, it is planned that an
appropriate software will be acquired to make the record keeping computerized.

Radiation Oncology is a relatively small area of the use of licensed material. There
- are 3 linear accelerators, and brachytherapy is performed using Cs°137, and 1r-192
sources. No permanent implants are performed. There is a Sr-90 Eye-Applicator
but is not being used and is in storage. There are 5 staff physicians but only two
are actively involved in the brachytherapy. Brachytherapy is performed once or
twice each month. There is one physicist (Dr. Choi) and a second physicist
(Amold Abel), who is a consultant. The position of head of Medical Physics is
vacant and the institution is looking to fill that position scon.

Research activities are conducted at various sites and the main isotopes used are
P-32, §-35, H-3, I-125, C-14 and Cr-51. Thers are currently approximately 70
authorized users. However, very few of these are active users of licensed material,
No iodinations are being performed at any site.
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B. Licensee does limited distribution of
pharmaceuticals® under Part 35 license OY XN
C. Research invoiving human subjects (X) N/A

Currently there are no actwe research protocols The RSO stated that two protocols are being
reviewed and they are scheduled to get under way in the near future.

D. Radiation Safety Cormmittee [33.13, 14, 15] ()N/A
1. Membership as specified {35.22(2)(1)] (XYY ()N
2. Mestings held guarterly [35.22(a)}(2)] YN
3, Quorums established [35.22(a)(3)] (XY ()N
4. Has sufficient authority [35.23] KDY(N
5. Record of Committee meetings [35.22(2)(4)]. DY ()N
6. Approve/disapprove credentials of individuals prior to
allowing them to work as an authorized user or authorized
nuclear pharmacist [35.22(b){(2)(ii)] X)Y()N
7. Approve/disapprove applications for use [L/C] X)Y ()N
The RSC meetings are held regularly and are well attended. Management is
represented by Col. Brown (alternate is Col. Tomlinson) at these meetings, The
RSC chairman was replaced in February, 1995. The new chairman is Col. Brown.
NRC was informed and the license was amended to reflect this change. The latest
meeting of RSC was held on June 6, 1995. The RSO stated that it is common in
the army for personnel to be transferred and Col. Brown may be transferred to an
other position thereby necessitating another request for an amendment. Inspector
suggested that they pursue this matter with the NRC and may be they could get an
exemption from listing an individual as the RSC chairman on the license.
E. Radxauon Safety Officer
1. Appomted & on license [33 13 35. Zl(a) LIC) XYON
2. Fulfills duties per [35.21(h)] FEY(ON -
3. Has sufficient authority per [35.23] XYY ()N
Col William Johnson is the RSQ. He is also the Chief of Health Physics Office.
F. Radiation Safety Program
1. Minor changes pursuant to [35.31] )Y (N
2. Records of changes maintained {35.31(b)] X)Y(ON
3 Content and implementation reviewed annually '
by the licenses [20.1101(c), 35.22(b)(6)] KY(OON
4. Records of reviews maintained [20.2102] )Y ()N

‘Radiation Safety Program is superviéed by the Health Physics Office. Col. Johnson
is the chief of this office. The Office is divided into three branches: Operations
branch, Technical Services branch, and Radioactive Materials Control branch.

"f licensee distributes radiopharmaceuticals to several facilities, the inspector should copsider the need to
complete the radlopharmacy fieldnotes.
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G. Use by authorized individuals {I./C] _ HYON
H. Mobile Nuclear Medicine Service X)N/A
I Any Amendments or Notifications since last inspection [35.13, 14] )Y (N

Licensee has notified NRC within 30 days after RSO stopped
work or changed name, or mailing address changed [35.14(b)] C(X)N/A

The Chairman of RSC was transferred to another position. The licensee replaced
the chairman (currenily Col. Brown). '

3. TRAINING, RETRAINING. AND INSTRUCTIONS TO WORKERS

A, Instructions to workers/students per [10 CFR 19.12] _ C FHYON
B. Individval’s understanding of current procedures and :
regulations is adequate _ _ : (X3Y ()N
C. Training program required {L/C] ' COY()N
1. If so, briefly describe training program:

The training program for the workers appears to be is effective. This is
observation is based on the responses of NMTs, rasearch associates, etc. during ths
inspection. NMTs are trained by the nuclear pharmacist or CNMT. Research
workers are provided initial training by the authorized user (supervisor). Nursing
personnel are provided training by the Radiation Safety Office. Nursing personnel
in each shift are provided the training by the Radiation Safety Office Personnel.

2. Training program implemented | | HY()N
3. Periodic training program reguired XY(N
4, Periodic training program implemented HKY()N
5. Records maintained B X)Y(ON
D.- Supervision of individuals
- L Supervised individuals® are instructed in preparation of
material, principles and procedures for radiation safety and
QM Program as appropriate [35.25(a)(1), 35.25(b)(1)] XY (N
2, Licensee periodically reviews supervised individuals use of
material and records kept to reflect use [35.25(2)(3)] XYY ()N
3, _Authorized nuclear pharmacist or user periodically review work
and records of work of supervised individuals as it pertains
to preparing byproduct material [35.25(b)(3)1 _ KDY (N
E. Therapy training
1. Safety instruction [35.310, 410, L/C]
4. Control of patient and visitors (XYY ()N

“2Applies to individuals that receive, possess, use, transfer, or prepare byproduct material for medical use under
supervision of authorized nuclear pharmacist or user.
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NOTE:

4.
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b. - Contamination and waste HY(ON
c. Size/appearance of sources KDY (N
d. Handling/shielding of sources X)Y(ON
é. RSO notification in emergency or death ) N/A
f. Records maintained [35.310(b), 410(b)] XY ()N
2. Manufacturer’s instructions available and followed [35.59(a), 400] )Y ()N
3. Training for operating and emergency procedures '
for HDR Remote Afterloaders {(X) N/A
F. Revised Part 20
Workers cognizant of requirements for: -
Radiation Safety Program [20.1101] (XYY ()N
Annnal dose Hmits [20.1301, 1302] XY ()N
New forms 4 and 5 XY(ON
10% monitoring threshold [20.1502] X)Y()N

g =

Dose limits to embryo/fetus and declared pregnaut worker [20 1208] (X) Y ()N

Grave Danger Postmg 120.1902] (X) N/A
Procedures for opening packages [20.1906] XYY ()N
Sewer disposal limits [20 2003] X)Y ()N

Disposal of radioactwe waste by the laboratories is limited to rinsed materlal The laboratones are
required to collect all liquid waste for disposal by the RSO.

Deficiencies in Sectlon 3.F, while not always a violation, should be brought
to the attention of licensee management at the exit meeting and in the cover
fetter transmitting the inspection report or NOV.
-FACILITIES
A, Facilities as described in license application DY (ON
B. Storage areas
1. - Materials secured from unanthorized removal or access [20.1801] (X} Y () N
2. Licensee controls and maintains constant surveiliance of
- licensed material not in storage [20.1802] )Y ()N
3. Licensee uses process or other engineering controls for
airborne concentrations, internal éxposures in restricted
areas, and volatiles/gases in storage [20.1701, 1702, 35.90] (X)Y ()N
4. . Maintenance program implemented for engineering
controls (negative pressure, ventilation rates,
filter changes, ete.) [35.205(e), L/C] XY ()N

Ventilation studies are performed in the room 7C06 of the nuclear medicine using
xenon-133. The ventilation rates were measured on April 21 & 22, 1994, There
was no record of checks of negative pressures in this rooms after that date. The
RSO stated that he remembers (but could not be sure) that these measurements were
made after that date. However, no records were available to verify that these
measurements were made after that date. The inspector verified that the room was
maintained at negative pressure with respective to the hall way by a crude method
of observing the movements of tissue paper placed near the door. (A NON-CITED
VIOLATION OF 35.205(e)).
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C.  Describe any Self-contained dry-source-storage irradiators
{Part 36] and/or survey instrument calibrators (model,
radionuclide, activity, use, etc) : (X) N/A

The licensee has a separate license for irradiator. Irradiator was mspected earlier
by an other inspector.

3. EQUIPMENT

A. | Dose calibrator ~ Photon-emitting radionuclides

There are two dose calibrators (a CRC-35R and a CRC 30BC) in the hot lab.
CRC-35R is used routinely and CRC-30BC is the back up unit. Both dose
calibrators are tested periodically as reqmred except that the constancy checks for
the back up umt are not made unless it is used on a day.

1. Possessed a.nd_ used [35.50(a)] _ X)Y(ON
2. Constancy [35.50(b)(1)] _ .
a. Performed daily prior to use (XY()N
b. Dedicated check source used (X»Y ()N

On two occasions, namely, August 18, and 21, 1995, the records indicated that the
constancy checks were not performed. Captain Watkins stated that it is possible
that the checks were made and that the individual neglected to record the results.
The individual who was supposed to have performed these checks was not available
on the days of inspection. Records of several prior months in 1995 were reviewed
and the inspector noted that the constancy checks were performed regularly and
these two dates appeared to be isolated incidences (Capt. Watkins explained that the
individual responsible for performing these tests was scheduled to take his board
examination in days, and may have neglected to record these tests because of
nervousness). Based on the circumstances, the licensee was not cited.

3. - Accuracy [35.50(b)(2)) .

a. Performed at installation and annuslly : Y ()N

b. - At least 2 sealed sources used ' XDY()N
4. Linearity [35.50(b)(3)]

a. Performed at installation and quarterly thereafter KY(IN

b. Includes range between 30 uCj and the _

highest dosage administered ' Y (N

5. Geometric Dependence [35.50(b)(4)]

a, Performed at installation or relocation - oY (N

b. Includes range of volumes and volume configurations used (X) Y () N
6. Dosage readings over 10 uCi mathematically corrected for

geometry or linearity errors greater than + or - 10% (X)ONNA()Y(O)N
7. Repaired or replaced when constancy or accuracy _

errors exceeded + or - 10% ' XYN/A(DY()N
8. Approved procedures followed [35.22, 25, L/C] XY (ON
9.  Records maintained and include identity of the individual

performing the test {35.50(e)(2))] _ OY (YN
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B.. Instrumentation - Alpha- or beta'-enﬁtting radionuclides () N/A
1. List type of equipment used to assay alpha and béta particles:
The licensee administers 5r-89 and P-32 dosages. The licenses uses the same dose
calibrator as described above for assaying these dosages.
C. Licenses uses generators (X)Y()N
~ Two 2.7 Ci Mo/Tc generators are on order from Dupont each week. One ‘of them
is delivered on Monday mornings and the other is delivered on Thursday mornings.
Each generator is kept for 2 weeks and is then shipped back to the vendor in its
original carton.
1. Each eluate/extract used for radiopharmaceuticals _
tested for Mo-99 breakthrough (XYY(}N
2. No radiopharmaceuticals administered with Mo-99
_ concentrations over 0.15 uCi per mCi of Tc-99m XYOON
3. Records maintained [35.204(¢)] XYY (YN
D. Syringes properly labeled and shielded {35.60] (X)Y ()N
E. Vials kept in a shield [35.61(a)] ' KY(ON
F Vial shields labeled [35.61(b)} XY ()N
6. MATERIALS
Al Licenses measures activity of each dosage of photon-emitting
radionuciide prior to use [35.53(a)] XYY ()N
B. Licensee administers alpha- or beta-emitting radionuclides XYY ()N
: If ves, ' :
1. Licensee receives unit doses and relies on assay data supplied '
by manufacturer or properly licensed organization [35.53(b)] XY (N
2. .Licensee measures by direct measurements or combination of
- measurement and calculation each dosage of alpha or beta-
emitting radionuclide prior to medical uss [35.53(b)] OY ()N
C. Unsealed material used under 35.100, 200, or 300 are
[35.100(b), 35.200(b), 35.300(b):
e} Obtained from manufacturer or properly licensed
organpization Y (N
AND/OR
2 Prepared by authorized nuclear pharmacist or physician user
or individual under the supervision of an authorized nuclear
pharmacist or physician user X)Y ()N
D.- Isotope, chemical form, quantity and use as
* authorized [31.11, 35.400,500, L/C]

HYON
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E. Use of RAM [L/C]

i, Protective clothing worn
o2 Personnel routinely monitor their hands
3. No eating/drinking in use/storage areas
4. No food, drink, or personzl effects kept in use/storage areas
5. Proper dosimetry womn
6. Radwaste disposed in proper receptacles
7. No pipetting by mouth
F. Radioisotopes are used in research in accordance
with current procedures [L/C]
G. Leak tests and Inventories
1. Leak test performed on sealed sonrces and
brachytherapy sources [35.59(b)}
2. Leak test records in microcuries
3. Inventory of sealed sources and brachytherapy
sources performed guarterly [35.59(g)}
4, Tnventory performed promptly at the storage area after
removing sources from a patient to ensure all sources
taken from the storage area are returned [35.406(a))
5. Records maintained and signed by RSO [35.59, 406] .
7. RADIATION SURVEYS
TA, Survey instroments .
1. Appropriate operable survey instrumentation possessed
[35.120, 220, 320, 420, L/C] or available [35.520, L/C]
2. Cahbratxons [35 5 l(a), (by]
a. Before first use, annually & after repairs
b, Approved calibration procedure followed to include
_ check source reading determination [35.51(a)(3), L/C]
c. ‘Within 20% in each scale or decade of interest [L!C}
.3 Records. maintained [35. Sl(d)]
4, Source-checked each day of use [35.51(c)]

XY ()N
KY(HN
X)Y()N
XDY(N
X)Y()N
XYQON
YN

XYON

XY ()N
XY(ON

XY (N

(XY ()N
XYQON

() N/A

KYQON

KYON

XY(ON
XYON

XDY(ON
EKYQON.

There are two survey instruments that are kept in the hot lab. One of them did not
have the check source reading posted in it. Because the second survey instrument
was in calibration and had the check source reading posted on it, the licensee is not
being cited against 35.5] (A NON-CITED VIOLATION). Similarly, in two
research laboratories, the survey instruments were out of calibration (about a month
or two late). The records of use of licensed materials indicated that these labs had

not used radioactive materials during these times.

The health physicist

accompanying the inspector promptly replaced these instruments with appropriately
calibrated insttnments. (Because these survey instraments were not used after their
calibration expired, the licensee was not cited)

B.  Radiation surveys performed

1.

Issue Date: XX/XX/95

Daily in all areas where radiopharmacenticals

G-9

87100, Appendix B




are prepared or administered [35.70(a)]

2. Weekly in all areas where radiopharmacenticals
or waste is stored [35.70(b)]

3. Weekly wipes in all areas where radiopharmaceuticals are
prepared for use, administered or stored [35.70(e)]

4. Quarterly in brachytherapy source storage area

C. Trigger levels [35.70(d), (g)]

1. Established

2. Exceeded ,

3. Corrective action taken and documented

Techniques can detect 0.1 mR/hr, 2000dpm [35.70]
Records maintained [35.70(h), L/C]
Protection of members of the public

oo

Note: See IN 94-09 for updated guidance on conflicts between Parts 20 and 35.

1. Licensee made adequate surveys to demonstrate either (1) that
the TEDE to the individual likely to receive the highest dose
.does not exceed 100 mrem in a year, or (2) that if an individual
were continuously present in an unrestricted area, the external
dose would not exceed 2 mrem in any hour and 50 mrem in
a year [20.1301(a)(1), 1302(b)]

2. Unrestricted area radiation levels do not exceed 2 mrem in
- any one hour [20.1301(2)(2)]
. 3. Records maintained [20.2103, 2107)
G. Describe licensee’s survéy requirements for research areas

XY(ON
XYON

(XY (ON
X>Y ()N

XDYON
XY (N
K Y ()N

Y (OON

X)Y ()N

YN

X Y(ON

X YON

() N/A

Laboratories that use C-14, H-3 etc., in > 200 microcurie quantities are required
. to perform wipe tests of the areas of use after the use. Other users like P-32 etc.,
.are required to perform radiation surveys and wipe tests for removable
contamination (on the day of use) of the areas of use at the end of the day.
"Additionally, these labs are also required to perform monthly surveys of the areas
of use. A health physics technician (staff member of Health Physics Office) also
audits the laboratories periodically (interval depends upon the frequency and type

of isotopes used).

H. Research areas surveyed as required [20.1501(a), L/C]

I Research drea survey records inaintained [20.2103, L/C]
8. RADIOPHARMACEUTICAL THERAPY
A Safety precautions implemented to include patient facilities, posting,

stay times, patient safety guidance, release and contamination
controls [35.315(a), L/C]

B. Area dose rate surveys and room contamination surveys
[35.315(2)(4), (7)] |

C. Release of patients containing radiopharmaceuticals
meets <5 mR/ibr @ 1m or <30 mCi [35.75]

D. - RSO promptly notified if patient died or had a

medical emergency [35.315(b)]

X)Y(N
X)Y(ON
() N/A

YN

X YON

X YN

(X) N/A
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Occasionally very high dosages (as high as 502 mCi) of 1-131 are administerd to
patients There is a dedicated room for these patients (Room 7438). The licensee
does not use this room to house any other patients. Because of this the licensee
was granted exemption from requirement that the room be decontaminated to less
than 200 dpm/100 cm.sq. Before this room, an other room (room 7437) was being
used for this purpose with the same conditions. The inspector verified that this
room (7437) was released for general use on 5-25-95 and was surveyed and
decontaminated to less than 200 dpm/100 sg.cm., before being released for nse by
other patients.

9. BRACHYTHERAPY ' ' ()N/A

A. Safety precautions implemented to include patient

facilities, room posting, stay times, and area

.radiation level surveys [35.415, L/C] )Y ()N
B. Patients surveyed immediately after implant [35.406] : YN
C. Release of patients with permanent lmplants meets

<5 mR/br @ 1m [35.75] _ _ X)) N/A
D. Patients surveyed immediately after removing the

last temporary implant source (required for all manual, .

LDR, MDR, and HDR therapies) [35.404(a)] ' XY ()N

E. Records maintained [35.404(b), 406(d), 415(a)(4)] XY(ON

'Required surveys of the rooms, and adjoining areas are made following the implant
procedure. The patient and the rooms are surveyed after implant procedure is
completed and the sources are removed from the patient. However, the records of
patient surveys did not meet the regulatory requirements, After the removal of the
sources, the patient and the room were being surveyed. However, the records
indicated that all readings were being recorded as "background”. One two

" occasions, the survey meter used was not identified, and on one occasion, the
individual performing the surveys did not include his initials in the records. (A
NON-CITED VIOLATION OF 35.404)., The RSO was reminded of the
requirement for the records of patient surveys and what is required to be included
in thess records. He agreed with inspector’s. observations and immediately
instructed the individuals responsible to perform surveys to ensure that this was
done. He also modified the survey record form, that reminds the surveyors to
record the dose rates in mR/hr on these forms.

10.  RADIOACTIVE WASTE : - . (YN/A
Al Disposal
i. Decay-in-storage : () N/A
a. Approved [20.2001, 35.92, L/C] ' OY ()N
b. Procedures followed [35.92, L/C) )Y (ON
c. Labels removed or defaced [20.1904, 35.92] XYY ()N
2. Special procedures performed as required [L/C] DY (XN
3. Liquid scintillation (LS} media and animal
carcasses per [20.2005] XY (ON

The Hlicensee has a large storage area for radioactive waste collected from various
areas of use. The waste is kept in mefallic drums that are labeled and code
numbers on these drums identify these as short half-life waste (decay in storage) or

Tssue Date: XX/XX/O5 G-11 87100, Appendix B




long half-life (for burial/incineration). The licensee had a drum that contained
approximately 45 Ibs of animal carcasses. The records indicated that this drum was
closed in June 1990, and contained H-3 (0.38 microcuries/gm). This drum
wasbeing held to be sent to burial site. There were two additional drums
containing snimal carcasses (< 0.05microcuries/gm of H-3 or C-14). These two
drums were to be incinerated. In April 1993 (specific date unknown}, a health
.physics technician erroneously assumed that he could average the radicactivity/gm
by dividing total activity in these drums by the total weight of animal carcasses,
and because the result was < 0.05 microcuries/gm, he sent the three drums for
incineration. The licensee identified this error on December 8, 1994, when a

* shipment for burial was being prepared and the drum that was supposed to be
shipped for burial could not be located. The individual who had disposed this
drum had left the licenses. The licensee conducted an investigation -and prepared
a written report of the incident. The matter was discussed by the radiation safety
committee. According to licensee’s calculations, there was a release of 5.04E-8
microcuries/m! into the effluents because of incineration. This was in violation of
20.2005. However, because the violation was identified by the licensee and
appropriate corrective actions were instituted {inservice to health physics staff, and
separate locations for drums that do not meet the requirement for disposal by
incineration} this is considered as A NON-CITED VIOLATION OF 20.2005.
The licensee stated that currently all radioactive waste is either being decayed in
storage (if it meets the criteria), or is held for shipment for burial. No radioactive
waste ig bemg mcmerated '

4. Improperlunauthonzed dlsposals {20.2001] ' ' (DY N

5. Records maintained [20.2103(a), 2108, L/C}] EY(ON
B.  Effluents | () N/A
1. Release into sanitary sewer {20.2003] _ EY(ON
a. Material is readily soluble or readily ) _ :
dispersible {20.2003(a)(1)] - - . X YON
b. . Monthly average reiease concentrations do ' ‘ S
“not exceed App B, Table 2 values XYY ()N
c. No more than 5 Ci of H-3, 1 Ci of C-14 and 1 Ci '
of all other radionuclides combined released in a _
year [20.2003(a)] ) : )Y (N
d. Procedures to ensure representative sampling . _
and analysis implemented [20.1501, L/C] ' (XDY ()N
2.. Release into septic tank [20.2003] X) N/A-
3. Waste incinerated _ Xy N/A

" SEE REMARKS IN ITEM 10.A ABOVE

4. Control of air effluents and ashes [20.1201, 1301,
1501, 2001, L/C] {See also IP 87102, RG 8.37} OYON

a. . Compliance with air emissions requirements in Part 20:

Licensee has demonstrated compliance with. air
emission requirements in 10 CFR Part 20 : YN
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Basis for compliance determination (check one
or more; provide basis below)

(1) ‘Measured concentrations of radionuclides in
air efffuents are below Appendix B, Table 2

concentrations (and external dose < 50 mrem/yr)

_X_(2) Bounding calculations show that air effluents
could not exceed Appendix B, Table 2
concentrations (and external dose < 50 mrem/yr)

_.—_(3) Dose modeling shows that dose equivalent to the
individual likely to receive the highest dose
does not exceed 10 mrem/yr

___ (#) Licensee does not possess sufficient radioactive
material fo exceed Part 20 requirements

Basis for Determination:

The licensee monitors the releases in the sewer and the amount of total activity
released in sewer system via sinks is averaged over the volume of water used. The
RSO stated that the released amounts are well below part 20 limits. ‘Currently there
is no activity in research that involves the use of volatile materials (free

radiojodine). Currently there is no incineration of radicactive waste.
b. Description of effluent program
1.  Monitorin 2 system hardware adequate
2. Equipment calibrated as appropriate
3. Air samples/sampling technique (i.e. charcoal, HEPA,
etc.) analyzed with appropriate instroientation

C. Waste Management

1. Waste compacted

XY(ON
KYON

XYON
() N/A

OYQON

Glass vials containing LS materials are crushed. Liquids are drained for disposal.

2. 7 Storage area(s)
a. Protection from elements and fire {L/C]
b. Control of waste maintained [20.1801]
c. Containers properly labeled and area
properly posted [20.1902, 1904]
d. Package integrity maintained [L/C)
3. Packaging, Control and Tracking [App. F.IM] [20.2006(d)]

()N/A

XY (N
XY ON

HYON
XY(ON

All long-lived waste is being stored. Licenses occasioﬁally sends the waste for burial, The
records of thess shipment are kept that include the date of shipment, approximate

radioactivity in the contents, etc.
4, Transfers to land disposal facilities

b. Records of surveys and material accountébility are
~maintained [20.2103, 2108]

{(IN/A

XY (N
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11.

2.

RECEIPT AND TRANSFER OF RADIOACTIVE MATERIAL

A,

0

mmHoQm Wy

=

Describe how packages are received and by whom [33.13, L/C]

()N/A

Packages containing radioactive materials are delivered to the health physics office
(RSO). The health physics personnel take the packages to the delivery points at the
main facility and the intended recipients are contacted to pick up the packages.
Radiopharmacenticals for human use (in nuclear medicine) are delivered directly to

the hot lab.

Written package opening procedures established

" and followed [20.1906(¢)}

All incoming packages with a DOT label wiped, unless
exempted (gases and special form) [20.1906(b)(1)]
Incoming packages surveyed [20.1906(b)(2), L/C]
Monitoring in {(C) and (D) above performed within time
specified [20.1906(c)]

Transfer(s) hetween licensees performed per 130.41]

~ All sources surveyed before shipment and transfer

[20.1501(a), 49 CFR 173.475(i), L/C]

Records of surveys and receipt/transfer maintained [20.2103(a}, 30.51]
Transfers within licensee’s authorized users

or locations performed as required [L/C]

Arrangements made for packages containing guantities of radioactive
material in excess of Type A guantity [20.1906(a)] '
Package receipt/distribution activities evaluated for

compliance with 20.1301 [20.1302]

TRANSPORTATION (10 CFR 71.5(a) and 49 CFR 171-]189)

A.

Licensee shipments are:
{X) delivered to common carriers

Licensee returns radiopharmacy doses

Packages
L Authorized packages used {173.415, 416]

Performance test records on file
a DOT-7A packages [173.415(2)]
b. Special form sources [173.476(a)]

3. Two labels (White-I, Yellow-Ii, Yellow-TIT) with TI, Nuclide,
Activity, and Hazard Class [172.403, 173.441]

4. Properly marked (Shipping Name, UN Number, Package

Type, RQ, "This End Up" (liquids), Name and Address of
consignes) [172.301,306,310,312,324]
5. Closed and sealed during transport [173.475(f)]

S].ﬁpping Papers

1. Prepared and used [172.200(2)]
2, Proper {Shipping Name, Hazard Class, UN Number, Quantity,

87100, Appendix G - G-14

XY()N

X YN
®YON

X YN
XNY(ON

XY(ON
YN

XYON
XY ()N
XY(ON

(yN/A

OYXN

X)Y ()N
() N/A

X YON
(OYCON
X)Y()N
XY (N
)Y (ON
() N/A

X YON
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Package Type, Nuclide, RQ, Radioactive Material, Physical
_ and Chemical Form, Activity, Category of label, TI, Shipper’s
Name, Certification and Signature, Emergency Response Phone
Number, "Limited Quantity” (if applicable), "Cargo
Aircraft Only" (if applicable)} [172.200-204] XY(ON
3. Readily accessible during transport [177.817(e)) ()Y()N

13. PERSONNEL RADIATION PROTECTION

A. Licensee performed exposure evaluation [20,1501] Y ()N

B. Licensee incorporated ALARA considerations in the
Radiation Protection Program [35.20, 20.1101(b)] X)Y(IN
C.  External Dosimetry ()N/A
1. Licensee monitors workers [20.1502(a), L/C] YN
External exposures account for contributions
from airborne activity [20.1203] - ' _ Y ()N
3. Supplier  Landauer Frequency _Monthly/Quarterly
4, Supplier is NVLAP-approved {20.1501(c)] XY ()N
5. Dosimeters exchanged at required frequency [L/C] XY()N

The licensee monitors more than 800 workers for exposure to radiation. According
to the records for all of 1994, a large majority of these workers (over 600) received
minimal radiation exposures, and the average whole body dose was 39 mrem.

D. Internal Dosimetry ' 7 7 R () N/A

1. Licensee monitors workers [20.1502, L/C] XX Y(OON
Briefly describe licensee’s program for monitoring and
controlling internal exposures [20.1701, 1702, L/C}

Personnel involved in the adzmmstratmn of 1-131 therapy dosages
are monitored within 72 hours of the administration. Researchers
are also monitored to any thyroid uptake if they perform
iodinations.

W

Aerosols and gases sampled [20.1204, 35.205] : KY(ON
4. Monitoring/controlling program implemented

(includes bioassays) [35.205(d), 315(a)(8), L/C] X)Y ()N
5. Respiratory protection equipment [20.1703] _ ()YEN

E. Reports

1. Reviewed by Assistant RSO Frequency Monthly/quarterly

Inspector Teviewed personnel monitoring records

for period 1994 to June 1995
3. Prior dose determined for individuals likely to
receive doses {20.2104] : XDY()N
Maximum exposures TEDE 470 mrem  Other: extremity dosg 1170 mrem
Maximum CDEs _ Organ(s) .
Maximum CEDE
Licensee sums internal and external [20.1202] ‘ X YN
TEDEs and TODEs within 20.1201 limits )Y ()N
NRC forms or equivalent [20.2104(d), 2106(c)]

© N
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. a NRC-4 YN Complete:
b. NRC-5 X)Y ()N Complete:
10. Worker declared her pregnancy in writing during

inspection period (review records)
If yes, licensee in compliance with [20.1208]
and records maintained

X)Y(ON
(X>Y ()N

XyY(ON
X)Y ()N
XY (ON

Currently there are 8 declared pregnant workers. All of them are provided

couselling and a fetal monitoring badge.

Who performed any PSEs at this facility (number of people
involved and doses received) [20.1206, 2104(b), 2105, 2204]

Records of exposures, surveys, monitoring, and
evalpations mainfained [20.2102, 2103, 2106, 35.205(d),
315(a)(8), L/C]

14.  MISADMINISTRATIONS AND RECORDABLE EVENTS

X) N/A

YN

The licensee reported no misadministrations nor- any recordable events were

identified by the licensee since the last inspection.

'15.  NRC INDEPENDENT MEASUREMENTS

Al

Survey instrument Serial No. Last calibration

Ludum 14C 96161 | July 1995

Inspector’s measurements were compared to licensee’s
Describe the type, location, and results of measurements:

XY ON

Inspector verified the survey results in the hot lab. Some of the active research
labs were surveyed. Sinks in these labs appeared to be free of radioactive

contaminatios.

16.  NOTIFICATION AND REPORTS

onw

E.

Licensee in compliance with [19.13] (reports to individuals, public
and occupational, monitored to show compliance with Part 20)

Licensee in compliance with [20.2201] (theft or loss)
Licensee in compliance with [20.2202] (incidents)
Licensee in compliance with [20.2203]
(overexposures and high radiation levels)

Licensee aware of NRC Ops Center phone number

17. POSTING AND LABELING

Al
B.

NRC-3 “Not1ce to Workers" is posted [19.11]

Parts 19, 20, 21, Section 206 of Energy Reorganization
Act, procedures addpted pursuant to Part 21, and license
documents are posted or.a notice indicating where
documents can be examined is posted £19.11, 21.6]
Other posting and labeling per [20.1902, 1904]

and the licensee is not exempted by {20.1903, 1903]
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(X) None
{X) None
(X) None

{X) None
XYQON

XY ON
X Y(ON

HYON
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18.

18,

20.
21.

22,

23,

24.

RECORDKEEPING FOR DECOMMISSIONING
This item not inspected during this inspection.

BULLETINS AND INFORMATION NOTICES

A, Bulletins, Information Notices, NMSS Newsletiers, _ :
~ ete., received by the licensee . X)YY(IN
B. Licensee took appropriate action in response to :
Bulletins, Generic Letters, etc. YN

SPECIAL LICENSE CONDITIONS OR ISSUES ()N/A

DEBRIEF WITH LICENSING STAFF
Inspection findings discussed with licensing staff (XyN/A

CONTINUATION OF REPORT ITEMS

~ VIOLATIONS, NCVs, AND OTHER ISSUES

Note: Briefly state (1) the requirement and (2) how and when the licensee -
violated the requirement. For non-cited violations, indicate why
the violation was not cited.
35.51: Failure to post apparent exposure rate from a dedicated check source on the survey instrument -

35.50: Failure to perform constancy check of the dose calibrator on two occasions”

35.404: Failure to include all pertinent information in records of radiation surveys

. _26.'?.0_05: Unauthorized disposal of radioacﬁve_ waste (self-identified)

20.2108: Record of .radioactive waste disposal not maintained (self-identified) -

_ EPA REFERRAL FORM

~ EPA referral form for air effluents sent to appropriate
EPA regional office per IP 87102 . OYXN
1f no, explain; ' '

Licensee stated that the releases of radioactivity into effluents have been calculated and are well
- below Part 20 limits,
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25. PERFORMANCE EVALUATION FACTORS

Licensee Department of the Army " Inspectors: Sattar Lodhi

Walter Reed Army Medical Center

Washington, D.C. Inspection Dates: August 22 - 24, 1995
A, Lack of senior management involvement with the radiation safety

program and/or Radiation Safety Officer (RSO) oversight ()Y (X)N
B. RSO too busy with other assignments (})YCON
C, Insufficient staffing ‘ (Y)Y (XN
D. Radiation Safety Committee fails to meet or functions

inadequately OY XN
E. Inadequate consuliing services or inadequate audits . ' (XY (ON
F. Financial Instability ' OYEN

Remarks (consider above assessment and/or other pertinent PEFs):
The lincesed activities are supervised by the health physics office. The program
is well managed. Upper management is actively involved in the program. Prior
two inspections were clear. Based on these observations, it is recommended that
the next inspection be advanced at least six months and be scheduled during March
1997.

Regional follow-up on above PEFs citations:

The next inspection should include visits to all sites where licensed material is
being used. '

END
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APPENDIX G

NOTE: All areas indicated in field notes :
are not required to be addressed during : : o >
each inEgaction

NOTE: Any reference to patient' is intended _ l
. to include human research subject '

MEDICAL BROAD-SCOPE. INSPECTION FIELD NOTES
Region

Inspection Report No. 7é —0oo } - License No. Og’ 5/75?“'602
| Docket No. DIO=O/F /7

™

Licensee Contact (gt ey’ WA —/S':’Telephone No.éol)‘g?ﬁ’?ﬁ{/ﬁ?}

_Las{: Amendment No. é s ) Date.of Amendment 5 A5 R0

‘Priocitys [ . |
: Pigcg'):amyc:qc_leéz/ /D L - o
-Da.te‘of Laét.inspection //T/%/;f ,

Date of This Inspection Z{Q—Q /5L 244&25/ /D/I/?(O

Type of Inspectibri: o B ) Anpounced o { 3. - Unannounced
: . _ ' ) Routine - S (>Q Special
() Initial _ oo Re;nspectz.on

i-SuMa;:y of Findings and Action:

{ ) Yo viblati'oné,_ﬁ Clear 591 issued . _ Hf oA

{ } Violation(s), 591 issued - - - r\

(X) Violation(s), Regional letter issued ' . .

} Followup on Previous violations L -

‘Were non—-c'ited viclations identified during this inspection?. ()Y (XN

Was proprietary J.nformatJ.on rev:.ewed by or rece:\.ved by the

inspector? - _ N | - ) ¥ | (_}Q’ N
Inspector ZéMﬂ %{,M Date /O//ZZZ?Q ' :
(S.Lgnature) : .
Apéroved 27 . m - Date /g// Z 7/@ {
(Signature) / | :

dlE}
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1. = INSPECTION HISTORY | ( ) N/A - Initial inspection

A. Violations were identified during the last two
inspections or two yeare, whichever iz longer ‘ Oy Yy ()N
. B. Responee letter(s} or 591(s) dated
c. Open violations from previous inapections:
B ) Status
Reguirement Violation Corrective Action Taken (Y/N) Open/fClosed
P
1=
- D. Explain any previous violations not corrected or repeated ( ) ¥/a
2. _ORGANIZATION AND SCOPE OF PRoéﬁAM -
: o | L /M—'
: © A, Orgapizational Structure AT B ) *9"9
%M ,&mﬁ}‘ 2 2.0, W KEHEE o'
?ﬁﬁmcﬁﬁfHL & (L il Crser2 = g ﬁvvut gﬁﬁiﬁb&ﬁ' ﬂ%ﬂ —fﬁﬂjaj
D”M“fﬁiﬁf .

Lo by A ER " Al ss-z,)M AT
P Wﬁ@ﬂ% i - %ﬂ%@lﬁ%wﬂm %

JJ ﬁ"dg ~ 7 _ ﬂh‘l/ﬂ
/Qjo ' + Indivzduals contacted during lnspection - %ymaltffgék ~ %
"Ind v1duals preseut at exit meetlng - ; _ J
(£?6+7H/‘5 +5“f/oé1@ : HER &6 W:Z_,..“M'“C_o)'wfz
. . Meets llcense, requ:.rements (L/cy (%), Y ()Y N (%M—-‘
2. ‘Multiple authorized locations of use ’ %) Y ()N
If yes, may use ATTACHMENT 3 a2 a guide for -
location({s) or lab{s) inspected and note lab
numbers where vicolations are found. - { ) N/A

S 3. Briefly describe scope of activities, including
types and quantities of use involving byproduct

- ‘'material, frequéncy of use, staff gsize,
S Se et S LIA (8. o 0 Lo ﬁfﬁ»fwmﬁjg
EZQ.AZSb o*—?VéV?G sz“&u&Ax‘Lf‘ | B e Sy - CIAA)
@J 6 [oﬁ&mm ?O M/‘-‘v—-’-q Cc- /5/9/5/,‘3

_ Fa 7":/4‘4. C\:‘ /7["“7 :
b f/v/?mxz?c ?M%W/’ fior? fi:i@ﬁ,@if?;?’ M
~7/3

Qh % f 5
4;Q;A%Aﬂqgg%ﬁijg4é o J%QLZEZuaéQ A;zz&ugéziiggig?%§V4 4A5‘L”““fi?{€¥;z§?§t

aﬂwfa WMA MQM&&%M f/_’}a/fé j%ﬁ(
lb%abﬂﬁ Zif%/omd%jf:£2é%p
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B. Licensee does 1$m1ted distribution of

pharmaceuticals under Part 35 license /%;%:Z:jf (Y ¥ (¥R
1; Indicate type of operation: -
a. Registered or licensed with
FDA as a drug manufacturer
b. Registered or licensed with
State Agency as a drug manufacturer
C. Licensed as a pharmacy by State
Board of Pharmacy
d. Operating as a nuclear pharmacy within a

- Federal medical institution

2. Licensee distributes

* sealed sources '( ) Y () N 1
* alpha and beta emitters ()Y ()N
- generators { y¥ ()} N
* photon emitters )y Y (yu
- Remarks:
c. Research involving human subjects : : () N/a
1. Research is conducted, funded, supported, or .

regulated by another Federal Agency which has
-implemented Federal Policy for Protectien of Human

Subjects®? [35.6] - . (Y Y ()N
I no, does licensee have license amendment 4 _
- authorizing human resgearch? [35.6] : oYY ()N
2. . Licensee obtains informed consent from human |
 subjects? [35.6] : _ (Y ¥ (y XN
3. ~ Licensee cobtains approval of research
activities from an Instituticnal Review
Board? [35.6] . : . o _ (Y Y ()N

Remarks: : o \

'1If licensee distributes radiopharmaceuticals to several facilities, the
inspector should consider the need to complete the radiopharmacy fieldnotes.

2Agencies: UsSDa, DOE,VNASA, HUD, DOJ, DOD, VA, EPA, HHS, DOT,.Dépt. of
Commerce, Consumer Product Safety Commission, International Development

Cooperation Agency, Agency for Intermational Development, Dept. of Education,
' National Science Foundation '
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D.  Radiation Safety Committee (33.13, 14, 15] /6Z:2:: () /A

: v '
1. Membership as specified [35.22(a)(l)] ' { Yy Y { )N
2.  Meetings held gquarterly [35.22(a)(2)] ()Y ()N
3. Quorums esatablished [35.22(a)(3)]} : { )Y { )N
4. -Has sufficient authority ([35.23) {)YY {) N
5. Record of Committee meetings [35. 22(&)(4)] { )Y ()N
6. Approve/disapprove credentials of individuals
prior to allowing them to work as an authorized _
user or authorized nuclear pharmacist (Y)Y ()N
[35.22(b) (2) (i1)] - |
7. Approve/dieapprove appllcatlons for use {L/C) { Y} ¥ (}N
Remarks: '
E. Radiation Safety Officer
1.. Appointéd & on license {33.13,'35.21(3)} L/C} MY ()R
2. Fulfills duties per [35.21(b}] ‘ { Y ()N
3. Has sufficient authority per ({35.23} { Y ()N
F. Radiation Safety Program
1. Minor changes pursuant to [35.31)] /0CI%?N/A {(YY { ) R
2. Records of changes maintained [35.31(b)] : { ) Y ) N
3. Content and implementation reviewed annually .
by the licensee [20.1101(c), 35.22(b}(86)] (Y ¥ ()N
4. . Récords of reviews maintained [20.2102] ()Y Y y N
G. Use by authorized individuals [L/C] {)YY { ) XN
~ If no, list name/position of individual
H. . Mobile Nuclear Medicine Service () N/Aa
1.  Licensee opérates services per [35.29, B80) (Y)Y ()N
2. Compliance with 20.1301 evaluated and met Yy Y (} N
I. Any Amendments or Notifications smnce last inspeciiion
[35.13, 143 ()Y ()N
Licensee has notified NRC within 3d_aays after
RSO stops work or changes name, or mailing
address changes {35.14(b)] = ( )y NYA" (YY ()N
Remarks:
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3. IRAINING, RETRAINING, AND INSTRUCTIONS TO WORKERS

Instructions to workers]students per flO CFR 19.12) ()9 Y ()N
Individual‘s understanding of current procedures and '

regulations is adequate _ Y (
Training program required {L/C] : (?0 Y {(

. . B bri £ descpihe ;rain;ng rogr
455 sfff?o c1£v::;:£;%EEE§EEL~HQ‘/aguwif
Jéaﬁecxqu&HJ’ Crltp o redo ?f’ “uiruﬂgwmf‘

7;,%;13%7~¢t Ao A,h-¢a+¢-3f;yvn+d—~:7 AAMN -

Remarks:

‘Remarks:

- E.

2.
3.
4.
5.

Training program implemented {
Periodic training program required {
Periodic training program implemented (
Records maintained

KoMK

Supervision of individuals

1..

Therapy training

1.

- Supervised individuals® are instructed

as appropriate 135.25(a)(1); 35.25(Db) (1}]

-of work of supervised individuals as it

b, Contamination and waste

. RSO notification in emergency or death

in preparation of material, principles and
procedures for radiation safety and QM Program

(YY ()H
Licensee pericdically reviews supervised
individuals use of material and records

kept to reflect qse [35.258(a)({3)]

Authorigzed nuclear pharmacigt or user
periodically review work and records

pertains to preparing byproduct material
[35.25(b){3)] . o , (

Safety-instructiqn [35.310, 410, L/C}
a. Control of patient and visitors

c. Size/appearance of socurces
d. Handling/shielding of sources

.

o
T ROV
P I A T e
2R s

£. ‘Records maintained [35.310(b), 410(b)]

Manufacturer’'s instructions available an
followed [35.59(a), 400]

3Appl;es to individuals that receive, possess, use, transfer, or prepare
byproduct material for medical use under supervision of authorlzed nuclear
pharmacist or user.
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3. Training for operating and emergency procedures
for HDR Remote Afterloaders {( yN/A{ )Y ()N

F. Revised Part 20

Workers cognizant of requirements for:

1. Radiation Safety Program [20.1101] X)) ¥ { )N
2. annual dose limits {20.1301, 1302} ) ¥ ()N
3. New forms 4 and 5 Y N/A ()Y ()N
4. 10% monitoring threshold [20.1502) _ {)YY ()N
5. Dose limits to embryo/fetus and declared '
. pregnant worker [20.1208] ) N/JA (Y Y ()N
6. . Grave Danger Posting [20.1902] ) N/A { } ¥ { ) N
7. Procedures for opening packages [20.1506]( JA (Y Y ()N
8. Sewer disposal limits [20.2003) ) N/JA () ¥ ()N
NOTE: Deficiencies in Section 3.F, while not 31Ways a violation, should be

brought to the attention of licensee management at the exit meeting
and in the cover letter transmitting the inspection report or NOV.

Remarks:
4. PFACILITIES
A. Facilities as described in llcense appllcatlon ’ (?ﬂ Y ()N
B. Storage areas
1. Materials secured from unauthorized removal or
" access [20.1801] : _ M Y (YN
2. . Licensee controls and maintains constant
" . surveillance of 11censed materlal not in storage )
[20.1802] ' , &6 Y ()N
3. - Licensee uses process or other engineering controls
for airborne- concentrations, internal exposur
restricted areas, and volatlles/gases in storage
(20.1701, 1702, 35.90] __—_ {()YY¥ ()R
4, Maintenance program implemented for engineering
controls (negative pressure, ventilation rates,
- filter changes, etc.) [35.205{e), L/C] : (YY ()N
c. Describe any Self-contained dry-source-storage
irradiators. [Part 3§] and/or survey instrument
calibrators (model, radionuclide, activity, use, etqﬂéi;: { ) N/a
1. Maintenance of safety-related components '
~ performed by authorized persons [L/C] Y (}N
2. Access to keys and/or material controlled
{20.1801, 1802, L/C] Y { )N
3. Access to high/very high rad;atlon areas
' controlled [20,1601, 1602, L/C] Y ()N
4. Adequate protection of shield lntegrxty,
- fire protect1on [L/C} ¥ {.}) N

Remarks:

87100, Appendix G G-6 Issue Dater O01/05/95. .



S. E NT

A, Dose calibrator - Photon-émitting radionuclides
1. Possessed and used (35.50(a}] ()YY () W
2. Constancy [35.30(b)(1))
a. Performed daily prior to use ()Y ()N
b. Dedjicated check source used (YT ()N
3. Accuracy [35.50(b)(2}]
a. performed at installétion and annually ()Y { )N
b. At least 2 sealed sources used { )Y (} N
4, Linearity [35.50(b){(3)] -
a. . Performed at installation and quarterly
thereafter ) _ ()Y ()N
b.’ Includes range between 30 uCi and tHe
highest dosage administered {)YY ()N
5. Geometric Dependence [35.50(b) (4)]
a. ~Performed at installation o relocation { ) Y ()N
b. Includes range of volumes and volume |’
configurations used {(YY ()N
6. Dosage readings over 10 uci mathematically
corrected for geometry or linearity errors ! '
greater than + or - 10% ' { WN/A () Y ()N
7. ‘Repaired or replaced when cbnstancy or o _
acturacy errors exceeded + or - 10% ( JN/AT (Y Y ()R
8. . Approved procedures followed [35.22, 25, L/C] ( ) ¥ ( ) N

5.  Records maintained and include identity
of the individual performing the test.
[35.50(e}(2)] (Y)Y ()N
Renarks: : :
B. Instrumentation - Alpha- or'béta—emitting radionucllides { ¥y B/a

i. List type of equipment used.tolassay alpha ahd beta particles:'

o
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2. Licensee has procedures for use of /t/tf;
instrumentation [35.52(b}] A

()Y ()N
3. Accuracy, linearity and geometric dependende

tests are performed prior to initial use,

periodxcal}y,'and following repair, if

applicable® {35.52(b)(1), L/C} ' ()Y ()N
4. Ingtruments are checked for constancy and
proper operation at the beginning of each |day
of use [35.82(b)(2), L/C] _ ()Y ()N
5, Appropriéte aéticn taken when calibration
‘errors in excess of limits are . _
identified [L/C} ()YY ()N
6. Records maintained [L/C] o : ()Y ()N
Remarks:
C. Licensee uses génerators ) ' : - - ()Y ¥Y () ﬂ
1. Each eluate/extract used for radiopha:macauticais
tested for Mo-99 breakthrough ()Y ()N
2. No radiopharmaceuticals admlnlstered with; Ho-99
_ concentrations over 0.15 uCi per mCi of Te-99m ( )} ¥ ( ) N
3. Records maintained [35.204(c)] ' ()Y ()N
D. ' 5yrlnges properly labeled and shielded [35 60] % () ¥ {) N
"E. Vials kept in a shield [35. 6l(a)] o : ()Y {)N
F. 'Vial shields labeled [35.61(b)] ' % (Y Y ()N
. . §
' :
Remarks: %.
6. - MATERIALS ' o o
A. Licensee measures activity of each ' '§
dosage of photon-emitting radionuclide prlor _ .
to use [35. 53(a)] _ ' ()Y ()R
B. Licensee admxn;sters alpha— or beta—emlttlng' ‘
' radionuclides - { Y Y () N
If yes,
1. Licensee receives unit doses and relles'
on assay data supplied by manufacturer
or properly licensed organization [35.5%(b}] { Yy Y ()N

Linearity and geometric dependence tests are not applicable if liquiag
scintillation is used. Linearity is met applicable if sodium iodide. is used.

87100, Appendix G -G-8
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Remarks:

‘2. Licensae measures by direct measurements or

-combination of measurement and calculation A}%;::-
each dosage of alpha or beta-emitting
radionuclide prior to medical use

[35.53(b)] ()Y ()N

Unsealed material usged under 25.100,200,0r 300 are

[35.100(b), 35.200(b)}, 35.300{b): o

(1) Obtained from manufacturer or properly licensed
organization  AND/OR '

{2) Prepared by authorized nuclear pharmacist or
physician user or individual under the supervigion
of a authorized nuclear pharmacist or '
physician user '

(2>¥ ()N

()Y ()N

Isotope,-chemical form, quantity and use'as

authorized [31.11, 35.400,500, L/C] {)Y¥Y ()N

Use of RAM [L/C]

-1. Protective clothing worn {)YY (I M
2. - Persomnnel routinely monitor their hands {YY (YN
3. No eating/drinking in use/storage areas (YY ()N
4, ‘No food, drink, or personal effects kept
- 'in. use/storage areas {)YY ()N
5. “Proper dOSLmetry worn : \ {)Y ¢) N
6. - Radwaste disposed in proper receptacles ()YY ()} R
7. No plpettmng by mouth (Y)Y (N

Remarks:

Issue Dates’

RadzoxsotoPes are used in research in accordance'
with current procedures [L/C] - . - . (?6 Y {}) N
Leak tests and Inventories . ' ‘ '

1. Leak test performed on sealed sources and

brachytherapy sources [35.59(b)) - [ (Y ¥ ()N
2. Leak test records in microcuries ()Y ()N
3. Inventory of sealed sources and brachytherapy . '
 sources performed quarterly [35.59(g)})] - 'L}’ {)Y ()N
4, Inventory performed promptly at the storage arga
' after removing sources from a patient to ensur
all socurces taken from the storage area are
returned [35.406(a)] : o { )Y ()N
5.  Records maintained and SLgned by RSO
' [35.59, 406] . . { )Y ()N

01/05/95 - 6-9 87100, Appendix G




7.  RADIATION SURVEYS

A ' Survey instruments
1. Appropriate operable survey instrumentgtion
possessed [35.120, 220, 320, 420, L/C]/or
available [35.520, L/C] Py N/A |
2., - Calibrations [35.51(a}, (b)]} I
. . i
&, Before first use, annually & after repairs(
b. Approved calibration procedure fpllowed to
" include check source reading determination
[35.51(a)(3), L/C] {
T e, Within 20% in each scale or decagde of
interest [L/C] {
3. Records maintained [35.51(d)] , o
4. Source-checked each day of use [35. 51 c)y] . {
B. Radiation surveys performed
1. Daily in all areas where radiopharmaceuticals
are prepared or administered [35.70(a}]- (
2. Weekly in all areas where radiopharmageuticals
or waste is stored [35.70(b}] {
3. Weekly wipes in all areas where
radidpharmaceuticals are prepared for juse,
administered or stored [35.70(e)] {
4. Quarterly in brachytherapy socurce storage area |
C. Trigger levels [35.70(d), (g}]
1. . Established (
- 2.  Exceeded {
. 3. Corrective act;on taken and documented {
- D. frechn;ques can detect 0.1 mR/hr, 2000dpm {35, 70] (
E. Records maintained [35.70(h), L/C] {
F. Protectlon of members of the publlc
Note: See IN 94-09 for updated guidance on confllcts
between Parts 20 and 35.
i
1. ' Licensee made adequate surveys to demon:Lrate
~ either (1) that the TEDE to the individual likely
' to receive the highest dose does not excqed 100
mrem in a year, or (2) that if an individual were
continuously present in an unrestrict 2a, the
external dose would not exceed 2 mrem|in any hour
and 50 mrem in a year [20.1301(a)(1),\1302(b)} {
2. Unrestricted area radiation levels do hot exceed
_ 2 mrem in any one hour [20.1301(a)(2)} {
3. Records maintained [20.2103, 2107] {
87160, Appendix_G G-10 - Issue Date: .
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() N/A

Y ()N
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H.
1.

Remarks:

8, RADIOPHARMACEUTICAL THERAPY

Describe licensee’s survey requirements for research areas(

o

Research areas surveyed as reguired [20.1501{3), /€Y1 ()
Regsearch area survey records maintained (20.2103, L/C}{.)

Safety precautions implemented to include patipnt

Ab
facilities, posting, stay times, patient safety guidance,
‘release and contamination controls [35.315(a), L/C) ()
B. Area dose rate surveys and room contamination |surveys
[35.315(a)(4)., (7)) ' . ()
c. Release of patients containing radiopharmaceuticals
meets <5 mR/hr @ 1m or <30 mCi [35.75] { )
D. RSO promptly notified Lf patient died or had o
medical emergency . [35.315(b)] ()Y N/A ()
Remarks:
9. BRACHYTEERA Y [
A. "Safefy précautions implemented to include paLient_
facilities, room posting, stay times, and arFa
: radiation level surveys [35.415, L/C] ()
"B. - Patiente surveyed immediately after implant [{35. 406} { )
C. Release of patients with permanent implants meets :
<5 mR/hr @ 1lm [35.75) : o ' () N/B ()
D. Patients surveyed immediately aftef'removing the
' last temporary implant source (required forall
manual, LDR, MDR, and HDR theraples) _
[35.404(a)] () N/B ()
E. Records maintained [35,404(b), 406(d), 415(a)(4)] { )
Remarks:
Issue Date: . 01/05/95 ' ¢-11

L

N/

2 =z

N/A

N/A
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10. RADIOACTIVE WASTE . : PJT;;
A. Disposal - )

1.  Decay-in-storage , \
a. Approved [20.2001, 35.%2, L/C] ()
b. Procedures followed [35.92, L/C] ()
. Labels removed or defaced [20.1504,[35.92]( )
2. Special.procedures performed as required [L/C] { )
- 3. Ligquid scintillation (LS) media and arnima
carcasses per [20.2005] _ : { ) N/A ()
4, Improper/unauvthorized disposals [20.2001) . ()
5. Records maintained [20.2103(a), 2108, L/C] { )
- B. Effluents
1. Release into sanitary sewer.[20.2003]) [ ) N/A ()
a. Material is readily soluble or readily
: dispersible [20.2003(a)(1)]) " ()
b. Monthly average release concentrations do
: not exceed App B, Table 2 values ()
€. . No more than 5 Ci of H-3, 1 Ci of C-14
and 1 Ci of all other radionuclide
combined released in a year [20.2003(a)] .{ )
d. Procedures to ensure representative sampling
. and analysis implemented [20.1501, L/C] ()
2. Release into septic tank [20.2003] (ly n/a ()
a. Within unrestricted limits [App B,T le‘2j( )
3. ‘Waste incinerated
‘a. . License authorizes [20.2004{a)(3}] ()
b. Licensee directly monitors exhaust ()
2. _ Airborne réleases evaluated and controlled
' 120.1501, 1701) ¥
Remarks:’
4, control of air effluents and ashes [20.1201,
1501, 2001, L/C] {See also IP 87102, RG 8.37} ()
a. .. Compliance with air emissions reqﬁirements in
Licensee has demonétrated compliance with air
emission requirements in 10 CFR Part 20 ()
87100, Appendix G ' G-12 : Igsue Date:

( ) N/A

Y (} N
Part 20:

¥ ()R

01/05/95



Remarks:

Issus Date:

N~

l Basis for compliance determination (check one
| or more; provide basis below)

RS

air effluents are below aAppendix B, Table 2
concentrations (and external dose < 50
mrem/yr) ' ) o

2) Bounding calculations show that air effluents
could not exceed Appendix B, Table 2
concentrations (and external :
dose < 50 mrem/yr) _

3) Dose modeling shows that dome equivalent to
the individual likely to receive the hlghest
dose does not exceed 10 mrem/yr

f (4) Licensee does not possess sufficient
- radiocactive material to exceed Part 20
f .

regquirements

Baeis for Determination:

e

b. Description of effluent program
'i{ Monitoring system hardware adequate ()Y ()N
2. Equipment calibrated as appropriate ()Y ()N
?. ~ Air samples/sampling technique’
i {i.e. charcoal, HEPA, etec.) analyzed
j with appropriate instrumentation (Y)Y ()N
. ! T . :
WasteEManagement_' o o { ) N/A
1. iWaste compacﬁed ‘ - : ) {(YY¥Y ()N
2. |Storage area(s) ' - { ) N/A
%a. Protectiongffom elements and fire [L/C) ()Y ()N
b.  Control of waste maintained {20.1801) { )Y { )N
Ec. Containers properly labeled and area
i properly posted [20.1902, 1904) ()Y ()N
-?. Package integrity maintained [L/C] { )Y ()N
: N -
3., - Packaging, Contrcl and Tracklng [App. F. III]
5[20 2006(d} ]
fNote: The licensee's waste is likely to be Class A.
a.  Not packaged for disposal in cardpoard or :
fiberboard boxes [61.56(a)]) { ) Y { )N
b. . Liquid wastes solidified, i.e., less than
1% freestanding liquid, and void spaces :
minimized {[61.56(a}, (b)] o ()Y ()N

01/05/9s% . G-13 - 87100, Appendix ¢
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:ﬂ/ﬂgz Does not generate harmful vapors [61.56] (

. Structurally stable (will maintain its

physical dimensions and form under
expected digposal conditions) [61.56(b)] (-
. Packages properly labeled [App. F.III.A.2]{

compliance with [61.55, 56] and includes

management evaluation of audits

[{App, F.III.A.3]
. Shipments not acknowledged within 20 days

after transfer are investigated and

reported {App. F.III.A.8]

4. Transfers to land disposal facilities

D.. Records of
maintained

Remarks:

11.  RECEIPT AND TRANSFER OF

d
%. Licensee conducts a QC program to ensure

surveys and material accountability are
[20.2103, 2108] :

'IIOACTIVE MATERIAL

A

() N/Aa (

Transferred to person specifically licensed
to receive waste [30.41, 20.2001(b)} {
Each shipment accompanied by a manifest
prepared as specified in Section I of
Appendix F [20.2006(b) and App. F.III.A.4){
Manifests certified as specified in

Section II of Appendix F [20.2006(c)} {

_A.. Descrlbe how packages are received and by whom

{33.13, L/C]

B. Written package opening procedures established
and followed [[20.1906{e)]’

c. All incoming Packages with a DOT label w unless
exempted (gases ‘and special form) [20. 1906(b)(1)} {
D. Incoming pa ka%es surveyed ([20.1906(b)({2), L/C]) {
B Monitoring i (0),and {P} above performed within time
gpecified [20,1906(c)] ' (
F.  Transfer(s) betyeen licensees performed per {30.41) {
‘G. All sources su eyed before shipment and transfer
[20.1501(a), 49 CFR 173.475(1), L/C) : (
H. Records of surveys and receipt/transfer maintained
" [20.2103(a), 30.B1%1- ' {
I. Trangfers within| licensee’s authorized users
or locations formed as required [L/C] () N/A ¢
J. Arrangements made for packages containing quantities of

radioactive material in excess of Type A quantlty

[20.1906(a)]

(

K. Package recelpt/distrlbutlon activities evaluated for
: compliance with 20.1301 [20.1302]

87100, Appendix G
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Izsue Date:

Ot S

)

{) N/A

() N/A

Y ()N
Y ()N
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Remarks:

1z, TRANSEORTATION (i0 CFR 71.5¢(a) and 49 CFR 171-189) ( } N/A
A, Licensee shipments are: : A/ﬁ;f_

no shipments since last inspection

B. Licensees returns radiopharmécy doses { ) N/A ()Y ()N
1. Licensee agsumes shipping responsibility ()Y ()N
- 2, . If NO, describe arrangements made between '
licenszee and radiopharmacy for shipping
responsibilities:
C. - Packages
1. Authorized packages used [173.415, {416] ( )} N/A ( ) Y { } N
2. Performance test records on file o y N/A
a. DOT-7A packages [173.415(a)] |- {YY ()N
b. Special form sources [173.476{(a)] (YyY ()N
3. ~ Two labels (White-I, Yellow-II, Yellow-III} with

TI, Nuclide, Activity, and Hazard Cclasg

[172.403, 173.441) : ()Y ()N
4. . Properly marked (Shipping Name, UN Number, Package

Type, RQ, "This End Up” (liquids), Name and '

g _ ~ Address of consignee) [172.301,306,310,312,324) { ) ¥ ( ) N
5. Closed and sealed during transport [173.475(£)) { ). ¥ () N
n. Shipping Papers ' I R - o ) N/A
1.  Prepared and used [172.200(a)} . - ()Y ()N
2. Proper {Shipping Name, Hazard Class, UN Number,
' Quantity, Package Type, Nuclide, RQ,| Radiocactive
Material, Physical and Chemical Form| Activity,
. Category of label, TI, Shipper's Name, Certification
and Signature, Emergency Response Phone Number,
"Limited Quantity" (if applicable), tCargo
. - Alrcraft Only" {if applicable)} [172 200-204) ()Y () N
3. Readily accessible during transport [177.817(e)1( } ¥ { )} N
Remarks:
13.  PERSONNEL RADIATION PROTECTION
A. Licensee performed ékposure evaluation [20.1801} {()y¥ ()N
B. . Licensee incorporated ALARA considerations in the
Radiation Protectiegm Program [35.20, 20.1101(b)} {YY ()N

Issue Date: 01/05/95 oo G-15- ' 87100, Appendix G




() N/A

Y ()N

W
=

( } N/A

() N/A

- 01/05/95

C. External Dosimetry
1. Licensee monitors workers [20.1502(a), L/C} . ()
2. External exposures account for contributions -

from airborne activity [20.1203] ] { Y N/B ()
3.  Supplier Freguency '
4. Supplier is NVLAP-tapproved [20.1501(c)] ()
5. Dosimeters exchanged at required freguency [L/CJ{ )

D. Internal Dosimetry.

1.  Licensee monitors workers [20.1502, L/C} ()
2. Briefly describe licensee’s program for
monitoring and corntrolling internal exposures
[20.1701, 1702, L/C]:
3. Berosols and gases sampled [20.1204, 35.205]) { )
4. Mcnltorxng/contro ling program implemented
{includes biocassays) [35.205(d}, 315(a)(8); L/C]( )
5. Resplratory protection equipment [20. 1703] { )
“E. Reports
1. Reviewed by : Frequency
2. Inspector reviewed personnel monitbring records
for period to
3. Prior dose determined for individuals likely to
receive doses {20. %104] ()
4. Maximum exposures TEDE _ Other
5.  Maximum CDEs Organ(s)
6. ‘Maximum CEDE i
7. Licensee sums internal and external [20. 1202} 0
8. TEDEs and TODEs within 20.1201 limits { )
g. NRC forms or equlvalent [20.2104(d), 2106(c)]
a. NRC-4 ¢ y Y { K _ Complete:‘ ()
b. NRC-5 () ¥Y ()N Complete: { ).
10. = Worker declared her pregnancy in writing during
inspection period ( iew records) () R/a ()
If yes, licensee in fompliance with {20.1208} { )
and records maintaindd ./ ' ()
. o :

F. “Who performed any PSEs at is facility (number of people
involved and doses receivedy o
{20.1206, 2104(b), 2105, 2204]

G.- Records of exposures, surveys, monitoring, and
evaluations maintained [20.2102, 2103, 2106, 35.205(d),
315(a)(8), L/C] ()

Remarks: :
£7100, Appendix G G-16 Issue Date:
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14. MISADMINISTRATIONS AND RECORDABLE EVENTS
If misadministrations or recordable events (definéd in 35.2) have

A.
cccurred since last inspection, evaluate the inci'eht(s) and the
‘licensee’s quality management program (QMP) usinq the existing
guidance. [Reference TI 2800/025 and IP 87103) /
Event date ' Information Sounée
Notifications ' ' /

1.
2.
NRC Ops Center _
Referring Physician

In writing

A S
G

1f notification did not occur, why not:

R
X

3. Written Reports [35.33]
' ' /
Submitted to Region within 15_?ays

.
Copy to patient within 15 days
i _
()yYY¥Y ()N

b.
Records maintained [35.33(b)]

;
i
!

' B.

Remarks:
/
f

]
{
[
i
i

o
N
;’

Last calibration

15.  NRC_INDEPENDENT MEASUREMENTS
Serial No.

Survey instrument
o
Yy Y (y N

A
Inspector’s measurements were compared to licensee’s {
wlts of measurements

B.
"Describe the type, location; and res
o

c.
;
/
/
/

-
- j
« ’

RNOTIFICATION AND REPORTS
. . AN
A. Licensee in compliance witﬁ\§19.l3} {reports to
individuals, public and occuﬁﬁtio al,
monitored. to show compliance withfPart 20} { ) None ()Y () N

6.

{ ) None ( ) ¥ { } N

B. Licensee in compliance with [20,2201}
{(theft or loss}
87100, Appendix G
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c. Licensee in compliance with [20.2202) ﬂ};%;

{incidents) : ' { yNone { ) Y () N
D. Licensee in compliance with [20 2203) : '

{overexposures and high radiation levels) { Yy None {( ) ¥ ( } N
E. Licensee aware of NRC Ope Center phone n er { Y Y ()N

17. POSTING AND LABELING

A. NRC-3 "Notice to Workers® is posted [19.011) {)YY ()} N
B. Parts 19, 20, 21, Section 206 of Energy /Reorganization
Act, procedures adopted pursuant to Part 21, and license
documents are pested or a notice indicating where
documents can be examined iz posted {19{11, 21.6] =~ { } ¥ { )} N
c. Other posting and labeling per {20.1902] 1904]
_ and the licensee is not exempted by [20}1903, 1505) (Y Y ()N

Remarks:

18. RECORDKEEPING FOR ﬁECOMMISSIONING

A. " Records of information important-to the |safe and
effective decommissioning of the facility maintained
in an independent and identifiable locatiion until’

license termination [30.35(g)) . () ¥ ()N
B. Recordg include all information outlined in [30.35(g}]J{ ) ¥ { ) W
Réﬁarks:
1s. BULLETINS AND INFORMATION NOTICES
A.  Bulletins, Information Notices, NMSS Newsletters,
etec., received by the licensee ' {)Y ¥ ()N
B. " Licensee took appropriate action in resp nse to '
Bulletins, Generic¢ Letters, etec. { Yy Y { )N
Remarks:
20. SPECIAT, LICENSE CONDITIONS OR ISSUES { )y N/A

A. Special license conditions or issues to be reviewed:

B. Evaluation:

87100, Appendix G - G-18 . Issue Date: 01/05/95
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21.  DEBRIEF WITH LICENSING STAFF ,
. 01 requires that the Ticensee secure from unauthorized
| #gmgzilzgrliccessq11censed materials that are stored in controlled or}
unrestricted areas. 10 CFR 20.1802 requires that the Ticensee contro
and maintain constant surveillance of licensed material that is in a y
controiled or unrestricted area and that is not in storage. As define
| in 10 CFR 20.1003, unrestricted area means an area, access to which 1is
: neither Timited nor controlled by the Ticensee.

S ahats

QContrary to the above on July 8, 1996, the 11censee did not secure from
' unauthorized removal or limit access to 1.13 mCi of carbon-14 and 1.34
‘mCi of hydrogen-3 contained in vials Jocated in a refrlgerator/freezer
' in the hallway of Building 40 of WRAIR outside Room 1073, an unrestricted -
- area, nor did the licensee control and maintain constant surve111ance of
3 thls Ticensed material. These materials were lost.

5 —‘.,:;;'-‘-;;_-;:'-: Ryt SR ;‘..»:L“- o

10 CFR 20. 2201(3)(1)(11) requires that each licensee shall report by fhsee
telephone within 30 days after the occurrence of any lost, stolen, or ¥
missing licensed material becomes known to the licensee, all licensed
material in a quantity greater than 10 times the quantity spec1f1ed in
appendix C to part 20 that is st111 missing at this time.

EPA referral form for air oa e -—wco sent TQ :-n'mn--——.l h”;;_;;zﬂan 30
TPA ramimmal ~eor .Id not Y‘eport by te ep 0

' Contrary to the above, the 1icensee dllcensed material became known to

‘ the occurrence of missing

2§£51?E2i2ee o dligg4 igfc;¥1ﬁihlgéen 3 on or ey 3 1996,
d 13?C1 of ;ad?gnnzi 3gport this loss to the NRC until Septe 1
' the license

a Lime period greater than 30 days

L;censee %ff/ ﬁ:—@uz«w.. ' I.nspec'tdr Wﬁ) m
(name & Jﬁnlﬁiam*1&44C e
locat:.on) M&gf_’%zég/ A< _ Inspectlcn Date 7/f 5[%

< 2l 1ohfpe

A. Lack of senior management involvement with the radiation
safety program and/or Radlatlon safety Officer (RSO) .
‘oversight ()Y ()N
. B. RSO too busy with other assignments ' o ()Y ()N
C. Insufficient staffing ‘ ) { )Y ()N
D. = Radiation Safety Committee fails to meet or functions _
' inadequately ‘ ()Y ()N
“B. Inadequate consulting BeerceS or lnadequate audits { )Y {( } N
F. Financial Inatablllty : ()Y (N

Remarks (conslder above assessm nt and/or other Qertlnent PEFs):

Ao G Y, /g%a,f& /o//%

Regional follow-up on. above PEFs citations:

END -
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ATTACHMENT A :
LABORATORY INSPECTION FIELD NOTES-

1. Date ?/'?’6 -6 Authorized User(s)

A DI D e, »ﬁ/&m /’M Gl fosfoss.

2. Location(é) Bufldlng_ glj Al
3. Person(s) Contacted 1l .

y, 7
4. Describé scopb of lab use iNuclides, form, frequencz urpose, etc):

Cwe Greo CHPS ggfmf% C-/% »H-3. 2 - /35"
%‘“ﬁ; e e =
Mﬁ%yy , o

5. Tralnlng

A. Frequency-cpmw»*ﬁl Conducted by: ;455 d)’

B. Individuals lnﬁfiiii:iiJ:B%EEftand safety ‘practices ?iZDY { ¥ N
Remarks' @&@W 7 : 4—%-%:7 OM-M ey (f
o AAM, o |

6. Surveys A
Aa. Types of surveys performed (daily,ﬂj?%fi?T-monthly; ete.)

B. Instrumentation properly calibrated and| used

()Y ()N
c. Bfficiency of counting system determine ()YyYy ()yn
- D, Hood airflow adequate and checked as regquired ( ) N/A ()YY { )N
E.’ Records maintained: trigger levels established, '
area diagram, instrument used, individhal performing.
survey, results in proper units, decontamination
performed as necessary, etc.) ()Y ()N
F. Inspector surveyed : _ {)¥ ()N
) Results satisfactory. { Y N/A()YY { YN
Remarks: : ' L '
7. Receipt and Transfer _
A. Incoming packages properly surveyed ()YY ()X
~ B. Interlaboratory transfers performed as specified
'in the license ' ( Yy N/A ()Y ()R
Records maintained ()Y ( L, KN

Reﬁa&ks' d&ﬁzll /¢n>_,tz4u¢AQ : )4%%4{ " . \.'
st o s oo i ey ML) G Firilnd.
%W%ﬁ(ww), - | | |

8. Personnel Dogimetry

A.  Appropriate dosimetry assigned and wornﬁ%é9’ { ) N/A {YY ()N

B. Results available to lab personnel . (Y Y ()N

C. ~ Bioagsays performed { ) N/A {(YY¥ () XN
Remarks:

Igsue Date: 01/05/95 a-1 87100, Appendix G, Btﬁ. A



9. Handling Waste

A, Procedures followed (YyYy () N

B. Proper storage (area, containers, labeling, etc.) { )Y ()N

c. -Liguid/solid waste dimposal ()Y ()Y N

D. Incineration ()W/A()YY ()N

E. Compaction ' () NJA ()Y ()N

F, Sewer discharge () NJA ()Y ()N
()Y ¥

Rémark:;_j@zzj;iigzﬂmfiZTiiziigvua&-4w:¢gnw_lkfgxt§¢¢49£;4kuwfué% - j4§§Q-”C”“:QL
56%Aww£;u~ 4 arosle. 4“17Lﬁ15 aﬂgﬁ&4ﬁﬂ
yﬁ'/Zi?,ﬁ( QW wfﬁ : -

10. Inventory conducted | - () N/A ézq Y () N
Records Maintained Y ¥ { )N
Remar W {W.w/ﬁb‘w% A—‘-mgu.d,«s kﬂ Méﬁ 27/75"
@ﬁ el R O s e o
i R e | A gt

11. Storage and use of RAM

A. Adequate method to prevent unauthorlzed access MY ()R
B. Condition of areas acceptable ™A Y (y N
c. Personnel wear disposable gloves and protective :

. clothing while handling material ‘ - : /Vizf] )Y ()N
D. Hands monitored after procedures or before leaving ()Y Y { )N
E. No eating, drinking, or smoking in use/storage areas (.) Y ( ) N
F. No food, drink, or personal jitems stored ;n

~.use/storage areas { )Y ()N
G. Uge of shielding/distance while usxng/stor;ng materxal(kj Y {( } N
H. RAM is under surveillance and control when not in

- gtorage in an unrestrlcted area : Q{) Y ()N

Remarks. ,64 g Q () R

1z2. Posting and Labeling

A. NRC-3 "Notice to Workers"” ' () Y ( ) N
B. Parte 19, 20, 21, Section 206 of Energy ‘Reorganization-
act,’ procedures for Part 21, and license documents or .
. a notice indicating where documentg can be examined {YY (VB
C. ‘Other posting and labeling requirements met () ¥ ()N
Remarks: - ' :
|
J/rogl : :
13. Vlolat:.ons Obs z éD = /Lé’-é 18D/ -~ -~ 0 :

?L,,@m@ Zﬁ»@%'ff*f‘f“%‘“ﬂ‘ff"m%c

%4672;.,«”'7 /ocpﬁﬁa.ﬁéc!@fl)ﬁtb)

'END
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APPENDIX G

NOTE: A1l areas indicated in field notes
are not required to be addressed during
each inspection

NOTE: Any reference to pat1ent i5 intended
to include human research subject ' :

MEDICAL BROAD-SCOPE  INSPECTION FIELD NOTES

. Regmn 1 _ S
Inspectwn Report No. ?7 2223, Li_cetjse No. 08’-_—01_7 3 -3
Licensee (Name & Address): " Docket to. D30 LIZsT
5{-0{ o8 e Q—rm&.{; o
LWk, \.n'\‘m'\ DO
Licensee Contact @-o\ Ujm Ja\n“q__hw Te]ephone No.
Last Amendment No. |>& _ : Date of Amendment xZ’ 38‘9(9

Priority: 1 &y
'Program Cade auD :

Date of Last Inspectmn 7/~ 7 /94 |
- Date of This Inspectmn 210 Tl

"Type of INSDGCUOH () mnounced o Unannounced
~(v7"Routine- - - () Special -
_ _ () Imtm : () Reinspection
Summary of Findings and Action: ' N

() Mo violations, Clear 591 issued
(V] Violation(s), 591 issued S _ |
( ) Violation(s), Regional letter 1ssued e : ' ;

( ) Followup on Prevmus violations _ ' . Co
()Y q/

- Were non-cited violations 1dent1f1ed durmg this 1nspectwn?

Was prgpr;etany 1nformat1on reviewed by or rece1ved by the Y (S §
- inspector Nt z
P MMK 5;1"&& th:a.ql Fleflac - : (. o

Ihspector jﬂ/wua, - fz&,w_ Date 2 //4,/?7- |

(S1gna1ure)

. -

Issue Date: 01/XX/97 G-1 - 87100, Appendix@ -




aném"j:a@?; C/w‘z} /Uz%b{bﬁf /%eagzwqa
LTL , B@”’é’i{' : L /‘a{.z,cfém . pifzarmaicy ‘ ns%m.w[ar
* LT ‘ﬂsm 7 S /Uf/co/mr . /ﬂAGrfn}&&/.ﬂ('
CPT /Zfdfgéxf | o Mm&f&r pA&rmac}/ 225/9‘7&1?"
CPT ﬂamﬁj@ﬁ o - |
e /‘?arfeeéz Sa\/w;f L - B aalxn Feran
1 Oe Freneh s NMedieine -Z;naffnj
| T Horner

' /Uuo[ear Meicine Tech éfzza(]eml‘

E Z’) ,@»&éfaé&ﬁ ﬂr) g:@f/

e bt

| —_}(4 Jr &@z o : L /"7&@0@/ IQA)/S!CJI?[
] i?r Sm}zfgr_ LT (@mﬂmfc%B
L MAT Wllson SRR /7'¢1er1§ Cé/ ef f?a-.&é Eheo. {a?}/
' ﬂ?f?’J Hﬁﬁjﬁtn ' - _‘ | Q&eﬂ Onwzeg-f/ /%ys’/cfcxrj
Mr" - clf_ o _ i o R /a;éﬂllafélf} -
L\_}ﬁf} [Q Na / %er ,Qeeo( Arm Y L;shwé( f£¢ g;-;[ ;& &%o’“&i

'/ﬂfé. ' Mﬂlﬂe J/af’,ﬂ;s} 1650

//%JIM/ /d{é /yéﬁ? /h J\Jé.§
OFfe Cq/%«:maﬂg f/ﬁj

$56

/Wehg ‘”"7 v




_.. INSPECTION HISTGRY . ()YN/A Initial inspection

A V1o§at1ons were 1dent1f1ed dur1ng the 125+ two ,
inspections or two years, whichever is longer (LJ,Y
B. Response Tetter(s) or 5%1{(s) dated
C. Open violations from previous inspections: - -
: ' Status
Requirement Violation (Corrective Action Taken (Y/N). Open/Closed
Leaiert ?‘tra-ﬁ' '
AD./gp ¢ A W 7

a.
LD, 2ad /(azg; Notititadioy . ' A
: Pa i leere / —

D. Explain any préviou§ violaticns not corrected or repeated r”(L)/N/A

2. ORGANIZATIDN AND_SCOPE OF PROGRAM

A. Organizational Structure

B‘:. descvrivied o ‘\\.{,;:.hsw % ,

T - ,
*ﬂﬁilpz—(3§&?5 St Individuals contacted during 1nspect1on

* Individuals- present at exit meeting-

1. . Meets license requ1rements (L/C} - N ,{v//;'( > N
2. Multiple authorized locations of use ' -(V% Y ()N
I yes, may use ATTACHMENT A as a guide for .
location(s) or Tab(s} inspected and note lab
- numbers where violations are found. () N/A
3. Briefly descrihe scope of activities. 1nc1ud1ng '
types and quantities of use involving byproduct
mater1a1 frequency of use, staff s1ze ete.

lv“wf B mecdcod Q)ma&ascp

h
. Nuelear IDWmaL tor¥h TM"“"’EFM ’Q""P “’Mtfeﬁls r‘zcs’}:ﬁn'l

' 6'2» IoCFL. ‘—.‘;fib’b 200 _507"”‘ 4MW¢Q4L’§ %

' w:‘m MJ&‘ILILJ% ac_,yl-; e %A.vﬂufz C‘.omﬁone—% S

5. A+ D éi/i% ne’.ra—-’/ wee o H‘fPS % ﬁnaez,/j
?“Q’”% 7""“‘?’5_ gome. o%arg

#Qé Cﬁ'r /C? F’j‘gg /,:oszﬂmzs wz% é V‘a{’_ﬁ«ffé'/as
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B Licensee does 11mwted distribution of . : r
pharmaceuticals’ under Part 35 }1cense -(Vdfv é§§ N

1.- Indicate type of operat1on
S A Reg}stered or licensed with
' FDA as a drug manufacturer
b, Registered or licensed with
State Agency as a drug manufacturer
__C. - {icensed as a pharmacy by State
_ _ Board of Pharmacy
j;jd. Operating as a nuclear pharmacy within a
Federal medical 1nst1tut1on
2. - Licensee distributes
*  sealed sources ' L) YA YN
* alpha and beta em1tters S ()YY (YN
*  generators - CYY ()N
* (rY ()N

_ photon emitters

Remarks : L T | R
_J*Mu)_mg A ¢'Q&A’J‘ #ﬁ%% 3é ngéMC_A
' C.' Research 1nvo1v1ng human subJects _' () N/A _
1. Research is conducted funded supported, .or
regulated by another Federal Agency which has
1mplemented Federal Policy for Protection of Human.
Subjects’? (35.6] T Y
If no, does 11censee have 11cense amendment
_ auth0r1z1ng human research? [35. 6] , (VJ/§ () h
2. Licensee obtains informed consent from human _
subjects? [35.6] | . (»4’9
3. Licensee obtains approvaT of research :
activities from an Institutional Review e
o Board? [35.6] - | ' (yﬂ/Y ()N
Remarks: . ' ‘ '

If Ticensee distributes radiopharmaceuticals to seve1a1 facilities, the
inspector should consider the need to complete the rad1opharmacy fieldnotes.

- Agencies: USDA DOE, NASA HUD, DOJ. DOD, VA, EPA HHS, DOT, Dept. of
' Commerce Consumer Product Safety Commission, ‘International Deveiopment
. Cooperation- Agency, Agency for Internat1ona1 Deve}opment Dept of Education,

,NatTOnaT Science Foundation
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Remarks :

,_Remarks:

87100, Appendix G

1. Appointed & on license [33.13. 35.21(a).

2. Compliance with 20.1301 evaluated and met ()
'Any<§§§55i55£§70r.Notjfications since last inspécﬁion y//’ '
[35°43- | 6 Y ()N
 Licehsee has notified NRC within 30 déys.after

- address changes [35.14(b)]

Radiation Safety Committes [33.13, 14, 15]

1. Membership as specified [35.22(a)(1)] . (Y () N
2. Meetings held quarterly [35.22(a)(2)] WY ()N
3. Quorums established [35.22(a)(3)] | - (5ﬁfv ()N
4. Has sufficient authority [35.23) ' WYY ()N
5. Record of Committee meetings [35.22(a}(4)] . 7Y ( ) N
6. Approve/disapprove credentials of individuals

prior to allowing them to work as an authorized
user or authorized nuclear pharmacist Q(f/} ()N

[35.22(b){2)(11}] - : :
/. Approve/disapprove applications for use [L/C] W) Y ()N

Radiation Safety Officer

_ L/C] Q;ffY ()N
2. Fulfills duties per [35.21(b)] - (?%/Y~(_} N
3. Has sufficient authority per [35.23]. R ()N

Radiation safety Program

Minor changes pursuant to [35.31] ( ) N/A (V{/Y ()
Records of changes maintained [35.31(b)] WY ()
Content_and implementation reviewed annually

by the Ticensee [20.1101(c), 35.22(b)(6)] Y
4.~ Records of reviews maintained {20.2102] vy

I

Use by authorized individuals [L/C]
If no. 1ist name/position of individual

-i/T/:)A

Y
Y (

Mobiie “uclear Medicine Service

1. - Licensee dperates services per [35.29, 80] () ) ﬁ
)

RSO stops work or changes name, or mailing

fo/ﬁ/A ()Y ()N

G4 Issue Date: O01/XX/97



zgfié el S
/ﬁéma,/éazﬁ“““b e

pat- 1ot ek (g reg
3. JRAINING, RETRAINING, AND INSTRUCTIONS 10 WORKERS B g@.taﬂ-ssc‘-?r

ﬁ?ﬁi A, Irstructions to workers/students per [10 CFR 19.12) qﬁ( )Y (V//N
Individual’s understanding of current procedures and

regulations i1s adequate ()Y (Vf N

- . Training program required (L/Cl - Y ()N

—
St

1. If so0, briefly describe tra1n1ng program .
ﬁéég4wamgmrn»dLQ;ﬁ%~Aw%£qu/%/gykgaﬂéi

e

2. Training program implemented . (Y ()N
3. Periodic training program required (A )N
4. Periodic training program implemented : (t§;¥ ( }N
Rt 5. Records maintained (Y ()N
emarks :
! indvircdicad WW@W Mafsm

LM Lt AN
—% d:f& ﬁlj /Lt.e__
' - 0. Superv1 ion of 1nd7v1dua15 ctndaaﬁfmz uaoax%brmazZ4L<dﬁﬁf4¢d§izéi*“

Supervased 1nd1v1dua7s are Tnstructed

7&::&&%4 in preparation of material, principles and _
Lormed lon niclear procedures for radiation safety and QM Program -
_ ﬂ“““”‘*ﬁﬁ as appropriate [35.25(a)(1), 35 25(bx (1] @) Y ()N
2. Licensee periodically reviews supervised . :
- individuals use of material and records
kept to reflect use [35.25(a)(3)] ' ' (vﬂfY (K

3. Author15§%ngglear_phanmaclar or_user
. perioditally review work and records
of work of supervised individuals as it

-pertains to preparing bynroduct material ' _
() NAGYYY

[35.25(h)(3)] ¢ )N

Remarks:

E. Thefapy trajning
1. Safety instruction [35.310, 410, L/C]

a. Control of patient and visitors S (yﬁfY ()N
b. - Contamination and waste e SCARSE!
C. Size/appearance of sources - () N/A (yXﬂY ()N
d. Handling/shielding of sourcss () N/A (¥ Y ()N
e. RSO notification in emergency or death (;fTY ()N
f. Records maintained [35. 310 (b, 410(D)] W) Y ()N

App11es 1o Wndwvwduals that receive,  possess. use transfer or- prepare
byproduct . material for medical use under supervision of authorlzed nuclear
pharmac1st ar user. _ _

Issue Date: 01/XX/97 65 87100, Appendix 6




2.
3.

© Manufacturer's instructions available and : ?/f o
Yy Y ()N

followed [35.59(a), 400] Leak Tests et .
Training for operating and emer gency procedures

for HDR Remote Afterloaders gxf NJACYY CON

P Revised Part 20

Workers cognizant of reguirements for:

-1, Radiation Safety Program [20.1101] ' (t?;; ()N
2. Annuel dose limits [20.1301, 1302] {uf/Y ( N
3. New forms 4 and 5 : () NAMLY (N
4, 10% monitoring threshold [20.1502] o (VﬁfY ()N
5. Dose limits to embryo/fetus and declared 'V// _
, pregnant worker [20.1208] , ( YNAGW)Y ()N
6. Grave Danger Posting 120.1902] () NA (A (ON
7. Procedures for opening packages [20.19061( N/A (VM),Y () N 2
8. Sewer disposal limits [20.2003] {INAGW Y ()N E PO
T hea o aceirre
NOTE: Deficiencies in Section 3.F. while not always a violation, should be de4ye?

brought to the attention of licensee management at the exit meeting
and in the cover letter transmitting the inspection report or NOV.

4. FACILITIES

A. Faci]fties as described in ]icénse application | fvf/; { )N
B.- Storage areas _ _ ' ,
1.

2.

C. Descri
- irradi

access [20.1801] o _
Licensee controls and maintains constant
surveillance of licensed material not in storage

Materials secured from unauthorized removal or , '
| - WY ()N

£20.18021 _ L ) .(}5/ (YN .
Licensee uses process or other engineering controls _

for airborne concentrations, internal exposures in
restricted areas, and volatiles/gases in storage ,
[20.1701, 1702. 35.90] | YN

Maintenance program implemented for engineering

controls (negative pressure, ventiiation rates, \J/
filter changes, etc.) [35.205(e), L/CT (MY CIN

ators [Part 361 and/or survey instrument -

be any Se?f-cont&inéd dry-source-storage | _
| (VG/N/A |

calibrators (mode],_radionuc]ide, activity, use, etc)

1.

s
4

87100, Appendix G

Maintenance of safety-related components

performed by authorized persons [L/C] - (YY ()N
- Access to keys and/or material controlled : ~

[20.1801. 1802, L/CY . R ATE
Access to high/very high radiation areas '
controlled [20.1601, 1602. L/CT =~ = - (XY ()N
‘Adequate protection of shield integrity,

fire protection [L/C] - - - ' XYY (OO

G-6 : ' Issue Date: 01/XX/97 -



Remarks:

5.  EQUIPHENT |
| A.  Dose calibrator - Photon-emitting radionuclides
| 1. Possessed and used [35.50(a)] - (VJ/} ()N
2. Constancy [35.50(b)(1)] '
a. Performed daily prfor to use o
b. Dedicated check source used ' ( Y
3. Accuracy [35.50(bX2)] |
a. Performed at installation and annua?1y _ (Vf/Y { )N
b. At Teast 2 sealed sources used - (VJ/Y () N

4. L1near1ty [35.50(b)(3)] _ 7
a. Performed at 1nsLellat10n and quarterly _
(VJ/Y ()N

thereafter :
b. Includes range between 30 uCi and the _
highest dosage adm1n1stered _ _(yd/} (YN

5. Geometric Dependence [35.50(b)(4)] L
a.  Performed at installation or relocation (v//Y ()N
b. Includes range of volumes- and volume '
| WA Y (N

conf1gurations used

6. Dosage readings over 10 uCi mathemat1ta]]y

- corrected for geometry or 11near1ty errors- : #L -
' greater than + or - 10% , _ ( ) N/A ( ) Y (MfN Lng eemed
o : Befasred =

7. Repaired or rep]aced when constancy or = .
() A (vﬁ'v C) N

~accuracy errors exceeded + or - 10% |
8. Approved procedures followed [35.22, 25, L/CT (Y'Y () N

9. Records maintained and include identity

_ Remarks:

_ B._

Tssue Date:

of the individuai performing the test. '
WY O

- [35.50(e)(2)] | B
dﬂ44x¢¢¢¢> w£¢¢//él Cihizibﬁzzzbﬁhjébixt/,lﬁb'GH?1LAﬁZuHL¢A%LZ,.

Instrumentat1on - Alpha- or beta-emitting radwonuc11des () N/A _tij;

1. List type of equipment used to assay anha and_beta partictes:

01/X%/97 G-7 87100, Appendix G




2. Licensee has procedures for use »f .
' instrumentation [35.52(b)] ' (

3. Accuracy. linearity and geometric dependence
' tests are performed prior to initial use,
per1od1ca1]y and followlng repair, if

applicable’” [35.52(5)(1). L/CT . ()Y ()N

4. Instruments are checked for constancy and
- proper operation at the beginning of each day

of use [35.52(b)(2). L/C] (

5. Appropriate action taken when calibration
errors in excess of limits are

identified [L/C]
“Records ma1nta1ned [L/C] , (

Remarks: ND 54)30{ WWWW .é/cg/)

PY ()N

e
-
N
N
==

L

C. Licensee uses generatbrs ' ' - WY ()N
1. Each e?uate/extract used for rad1opharmaceut1ca]s : :
Y N

- tested for Mo-99 breakthrough
2. Mpfadiopharmaceuticals administered with Mo-99

; concentrations over 0.15 uCi per mCi of Tc=9Sm ( )Y (WU'N
3. Records maintained [35.204(c)] Y O N
0. Syringes proper]y tabeled and shielded [35. 60] (vﬁfY ()N
E.  Vials kept in a shield [35.61(a)] | AN ()N
. Vial sfields Tabeled (35.61(5)) | YN
- Remarks: |
6. MAT RIALS .
A. L1censee measures act1v1ty of each o .
dosage of photon-emitting rad1onuc]1de prior. LJ/
to use ([35.53(a)]. . WY (OO N
B. - Licensee administers a?pha or beta- em1tt1n :
()Y (N

radionuclides .
If yes, Nm& Cone “’zz Fhe. _foM;L

1. Licensee receives unit doses and re11e
on assay data supplied by manufacturer
or proper]y 11censed organ1zataon [35 53(0)7-

Linearity and geometric dependence tests are not - appiwcab?e it ligquid

yY () NA>

sc1nt111at1on 1s used Linearity is not. app]1cab?e 1f sodium iodide is used.

87100. Appendix G ' ‘ G¢8 . Issue Date:
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-

‘Remarks:

Remarks -

Issue Date: 01/XX/97 ' : G-9

N~ oo

2. Licensee measures by direct measurements or p%j;
combination of measurement and calculation
gach dosage of alpha or beta-emitting
radionuciide pricr to medical use Lo
[35.53(b)] . ' , )Y ()N

Unsealed material used under 35.100.200.0f 306 are

[35.100(b), 35.200(b). 35.300(b): .
(1) Obtained from manufacturer or properly licensed™ Ay i

organization ~ AND/OR
(2} Prepared by authorized nuctear pharmacist or
‘physician user or individual under the supervision

of a authorized nuclear pharmacist or - '
physician user _ g W)Y ()N

Isotope. chemical form, quantity and use as .

authorized [31.11, 35.400,500. L/C] S ZER AR
Use of RAM TL/C] -
1. Protective clothing worn - (V5%Y C )N
2. Personnel routinely monitor their hands (vé/Y ()N
3. No eating/drinking in use/storage areas (1Z/Y ( JN
4. No food, drink. or personal effects kept -
_ in use/storage areas ' (LJ/Y ()N
5. Proper dosimetry worn (uY/Y ( )N
6. Radwaste disposed in proper receplacles CVX/§ ()
7. ;y%;ﬁﬁpett?ng by mouth AR ' Y (WN
Radiofsotopes are used in research in accordance '

~ with-current procedures. [L/C] . : '(VJKY )N

Leak tests and Inventories

1. Leak test performed on sealed sources and
. brachytherapy sources [35.59(b)] (
Leak test records in microcuries (v{
Inventory of sealed sources and brachytherapy -
sources performed quarterly [35.59(g)] (
Inventory performed promptiy at the storage area
after removing sources from a patient to ensure
all sources taken from the storage area are .
- returned [35.406(2)] | (vffY ()N
5. Records maintained and signed by RSO ' o
{35.59, 4067 ' . , (vﬂzY ()N

187100, Appendix G




7. RADIATION SU

RVEYS

A. Survey instruments -

Appropriate operable survey instrumentation

() N/A

1.
- possessed [35.120. 220, 320, 420, L/C] or
available [35.520. L/C1 () N/A (V4 Y ()N
2. Calibrations [35 bl{a), (b)]
a. - Before f1rst use. annually & after repa1rs( 2 Y ( )N
b. Approved calibration procedure followed to - :
include check source readwng determination
[35.51(a)(3). L/C] (A Y CON
C. Within 20% in each scale or decade of _ :
interest [L/C] (S Y (N
3. Records maintained [35.51(d)] LY ()N
, 4. Source-checked each day of use [35.51(c)] . (VJ Y ()N
B. Radiation surveys performed
1. Daily in all areas where radwopharmaceut1ca}d '
are prepared or administered {35.70(a)] P { Qfﬂ’( 3} N
2. ‘Weekly in- atl areas where radwopharmaceut1ca1s :
or waste is stored [35.70(b)] _ _(yXfY (YN
3. Weekly wipes in all areas where
radiopharmaceuticals are prepared for use. vj/ _
administered or stored [35.70(e}] ( ()N
4, Quarterly in brachytherapy source storage area (L)/{'( J N

C.  Trigger levels [35.70(d), (g)]

1.-  Established

2.  Exceeded -
3. Forrective action taken and documented

Mo

Techniques can detect O 1 mR/hr, 2000dpm [35 703
~ Records maintained {35.70(h), L/C]" S
Protectlon of members of the public

Note: See IN 94-09 for updated gu1dance on conf11cts

87100, Appendix 6

" between Parts 20 and 35.

Licensee made adequate surveys'to demonstrate -
either (1) that the TEDE to the individual Tikely
to receive the highest dose does not exceed 100

mrem in a year, or (2) that if an individual were

continuously present in an unrestricted area. the
external dose would not exceed 2 mrem in any hour

and 50 mrem in a year [20.1301(a)(1).

Unrestricted area radiation levels do not exceed

2 mrem in any one hour [20,1301(a)(2)]
Records ma1nta1ned {20.2103, 2107] :

6-10

1302(b)1 (
(

o
Y ()N

Issue Date:

Y (N
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G Descr}be {icensee’s survey rmquwrementb for research areas( ) N/A
Lo b feal > A0 e = 13%5@%7 ELp»méﬁaafﬁé
205 < oo 'vnf71;zyiz%7

H Research areas surveyed as required [20.1501(a), L/C] ¢ “{ { )N
I. Research area survey records malntalned [20.2103, L/C3C 'Y () N

Remarks: fadl. /%oif%cw 7@5/ o M{\z?_“u,%

gl L p o todero (2 Ao

9. RADIOPHARMACEUTICAL THERAPY o O WA

A. Safety precautions implemented to include patient
facilities, posting, stay times, patient safety guidance/
release and contamination controls (35.315Ca), L/CT (V) ¥ ( ) N
B. Area dose rate surveys and room contamination surveys
[35.315(a)(4), (1)1 T oY O N
C. Release of patients containing radiopharmaceuticals .
meets <5 mR/hr @ Im or <30 mCi (35.75] Wi Y N

D. RSO promptly notified if patient died or had a o .
med?ca? emergency [35. 315(b)] (W/N/A {YY ()N
}.u.ws@ : /.3 / et
Remarks W Mdza f’q( 2
20 ple qébéékzl
1.  DBRACHYTHERAPY - - : o () N/A
A. Safety preccutions.implemented to include patient
facilities, room posting, stay times, and area o |
: radiation level surveys [35.415, L/C] ( Y ( ) N
B.  Patients surveyed immediately after implant [35. 40671 ()N
C. Release of patients with permanent implants meets
<5 mR/hr @ 1Im [35.75] : () N/A (\/{Y ()N

Issue Date: 01/XX/97 | G-11 87100, Appendix G —



0. Patients surveyed ‘immediately after removinn the
: last temporary implant source (requirec tor all_
manua!, LDR. MDR, and HDR therapies)
[35.404(3) ] () NA »f” ) N
E.  Records maintained [35.404(b). 406(d), 415(a\(4)] yﬁ )N
Remarks: |
RADIOACTIVE WASTE | : - - () N/A
A. Disposal '
1. Decay-in-storage ( ) N/A
a.  Approved [20.2001. 35.92, L/C] OAREY
b. Procedures followed [35.92, L/C] ;ffY { YN
C. Labels removed or defaced [20. 1904 35. 92]( )Y ()N
2. Special procedures performed as requ}red tL/C] (V§/Y )N
3. Liguid scintillation (LS) media and animal
- carcasses per [20.2005] . . ()NAW Y YN
4. Improper/unauthorized disposals [20.2001] v%/ Y (V) N
5. Records maintained [20.2103(a), 2108, L/C] WY CON
B. Effluents S | Y NA
| 1. - Release into sanitary sewer [20.2003] () N/A'(ud/v )N
‘a. Miterial is readily soluble or readily
dispersible [20.2003(a)(1)] WY Oy
b Monthly average release concentrat1ons do
- not exceed App B, Table 2 values o)y (\J/N
C. KMo Tore than 5 Ci of H-3, 1 Ci of C-14
and 1 Ci of all other radionuclides
combined released in a year [20.2003(a)] () Y (v{ N
d. Procedures to- ensure representative sampling
and analysis implemented [20.1501, L/C] (xyfv O N
2. Release into septic tank [26.2003] (\)/%/A ()Y ()N
a. Within unrestr1cted Timits [App B. Tab1e 21( ) Y ()N
3. Waste 1nc1nerated = e (LJ//}A
“&.  License author1zes £20.2004¢ a)(3)] ()Y ()N
b. Licensee directly monitors exhaust Yy () n-
C Airborne releases eva1uated and contro]?ed
[20.1501, 17017 | CYY COIN
Remarks: |
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Remarks:

C.

Issue Date:

c. Description of effluent program
1. Monitoring system hardware adequate () Y () N’
2. Equipment calibrated as appropriate CYY )N
3. Air samples/sampling technique '
{i.e. charcoal. HEPA, etc.) analyzed ,
with'appropriate instrumentation” . (YyY ()N
Waste Management { ) N/A
1.  Waste compacted NYY ()N
2. Storage area(s) () N/A
a. Protection -from elements and fire [L/C] Y- ()N
b. Control of waste maintained [20.1801] Y ()N
C. Containers properly labeled and area
properly posted [20.1902, 1904] ) Y ()N
d. - Package integrity maintained [L/C] Y ()N
3. Packaging. Control and Tracklng [App. F.TI1]
[20.2006(d) ]
Note: The licensee’s waste is likely to be Class A
a. Not packaged for disposal in cardboard or
fiberboard boxes [61.56(a)] Yy (VﬁxN
b. Liguid wastes solidified. i.e., less than
1% freestanding 11qu1d and void spaces
minimized [61.56(a). (b)] Y OO N
C. Does not generate harmful vapors [61.56] ( ) Y (LJ/N
d. Structurally stable (will maintain its
physical dimensions and form under. :
expected disposal conditions) [61.56(b}] J Y ( )N
e. Packages properly labeled [App. F.III:A.21G/) Y C ) N
01/X%/97 G-13 87100, Appendix G

Contral of air effluents and ashes {20.388y, 1201, 1301,
1501, 2001, L/ACT e
{See ‘also IP 87102. RG 8.37} NN




Licensee conducts a QC program to ensure

compliance with [61.55, 56] and includes
management evaiuation of audits - -

[App. F.IIT.A.3] , (wé Y ()N
Shipments not acknowledged within ZO/gays

after transfer are investigated and / -

reported [App. F.I11.A.8] (\JNZA C )Y ()N

4. Transfers to land disposal facilities () N/A

a.

b.

c.

Transferred to person specifically licensed

to receive waste [30.41, 20.2001(b)) (Y ()N
Each shipment accompanied by a manifest

prepared as specified in Section I of : :
Appendix F [20.2006¢(b} and App. F.III.A.43¢(/) ¥ ( ) N
Manifests certitied as specified in -

Section II of Appendix F [20.2006(c)] VY (IN

" maintained [20.2103. 2108]

Remarks:

D Records of surveys and material accountabi?ity are
(v

A. ?ggcrgbeL?gg packages areﬂ:zﬁeived and by whom ";ffaD ( er/A _
Co (13 e A A M@% At '
WjMWWW. -
B. Written package opening procedures established %(f :
and followed [20.1906(e)] = - : o (Y ()N
C. ATl incoming packages with a DOT tabel wiped, unless — ,
~exempted (gases and special form) [20.1906(bY(1)] (V.Y () N
D.-  Incoming packages surveyed [20.1906(b)(2). L/C] -(pf'Y ()N
E. . Monitoring in (C) and (D) above performed within time ir :
- specified [20.1906(c)] . : ' | (96 Y ()N
F. Transfer(s) between licensees performed per [30.41] (Y ( ) N
G. All sources surveyed before shipment and transfer - '
~ [20.1501(a). 49 CFR 173.475(3). L/C) YN
H. ~ Records of surveys and receipt/transfer maintained
7 [20.2103(a), 30.51] u (WY (ON
1. Transfers within licensee's authorized users
-or locations performed as required [L/C] ()Y N/A Gv{_Y ()N
J. Arranycuients made for packages containing quantities of
radioactive material in excess of Type A quantity -N&/
- [20.1906(a)] I : - Y ()N
K. Package receipt/distribution activities evaluated for V{/
compliance with 20.1301 [20.1302] o MY ()N
Remarks: ' '
G-14 Issue Date: 01/XX/97
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13, TRANSPORTATION (10 CFR 73 .5(3) and 49 CFR 171-189) () N/A

A. Licensee shipments are:

(V4/de1?vered to common carriers - R
(f{/transported in Ticensee's own private vehicle -

) both
( > no shipments since Tast inspection

(V6,N/A ()Y ()N

B. Licensee returns radiopharmacy doses
1. Licensee assumes shipping responsibility ()Y (N,
2. IT NO, describe arrangements made between -
licensee and radiopharmacy for shipping
| - responsibilities: :
C.  Packages | |
1. Authorized packages used [173.415, 4161 ( ) N/A (1) Y ( ) N
2. Performance test records on file (_) N/A
a.  DOT-7A packages [173.415(2)] ()Y ()N
b. Special form sources [173.476(a)] ()Y ()N

3. Two labels (White-I, Yellow-II. Yellow-1I1) with
TI, Nuclide, Activity. and Hazard Class -
(Y Y ()N

o [172.403, 173.441] _ , :
4. Properly marked (Shipping Name, UN Number, Package
Type. RQ. "This End Up" (Tiquids), Name and .
Address of consignee) [172,301.306,310,312,324] ( ) Y ( ) N
- Closed and sealed during transport [173.475(f)71 ( ) Y ( ) N

D. shipping Papers
1.~ Prepared and used [172.200(a)]- =
2. Proper {Shipping Name. Hazard Class. UN Number,
- Quantity, Package Type, Nuclide, RQ, Radicactive
Material, Physical and Chemical Form, Activity,
Category of label, TI, Shipper’'s Name, Certification
and Signature, Emergency Response Phone Number,
. "Limited Quantity” (if applicable), "Cargo V/ :
Aircraft Only” (if applicable)} [172.200-204] ()Y ( ) N
3. Readily accessible during transport (177.817(e)]1(v Y ( ) N

Remarks:

$4.  PERSONNEL RADIATIUA PROTECTION |
o

A Licensee'pefformed exposure evaluation [20.1501] Y ()N

B. Licensee incorporated ALARA considerations in the _ ‘6//' -
Radiation Protection Program [35.20, 20.1101(b)] (MY ()N
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et '//3/ /Wﬁf{cy){/ W,{_ i
AL e
54’;4( O}éﬂ/ r/sg %@‘Lﬁaﬂzz /g,. ;o

External Ddsimetry . {0 N/A

Licensee monitors workers [20.150cs). L/C] { ufY ( )N
External exposures accouny for contributions '
from airborne activity [20.12033 () N/A () Y ( DN
Supp)iedishly Lonzme” / Frequency _mon%hies V{,

Supplier 1s NVLAP-approved [20.1501(c)] /(S Y ( )N
Dosimeters exchanged at required frequency [L/CI( Y () N

() NA

O D ra =

Internal Dosimetry

~ Licensee monitors workers [20.1502, L/C] (WY (3N
- Briefly describe licensee’s program for :
monitoring and controlling internal exposures
[20.1701. 1702, L/C3: : xu@asz/
3. JAerosols and gases sampled [20.1204.435 2057 - (VY ( ) N
4 Monitoring/controlling program implemented
(includes bioassays) [35.205(d), 315(a)(8), L/CJ( (Y ()N

™ b=

}é, A&ggéﬁﬁm,ig%g Resp?ratory protection equipment [20. 1703] . (YY (N

Remarks:

87100. Appendix G | 616 . Issue Date: OL/XK/97

' Reports 24&

“Who ?erformed any PSEs at this fac111ty (number of people -
- [20.1206. 2104(b). 2105, 2204] (»Y?ﬁ?

égéifd/4ﬁ92£~¢%z#ii¢i;ffm§fu§i:nn :?ﬁa>c4@¢z4af 9235’4?

 Reviewed by RPD Rse. Frequency — wiss “}’ﬁﬁo’ /Wﬂ-f
Inspector reviewed pérsonnel monitoring recordﬂ/

for period Guast 1905 to | Mo

Prior dose determined for individuals 11ke1y to

receive doses [20.2104] - (MY ()N

Maximum exposures TEDE . Other

Maximum CDEs Organ(s) -

Maximum CEDE ‘yff
- Licensee sums 1nterna] and external [20. 1202] \}/X

TEDEs and TODEs within 20.1201 limits
NRC forms or equivalent [20.2104(d). 2106(c)]

a.  NRC-4 (Vf/;ct ) Complete: (A
b, NRC-5° (VY () N Complete: ()

5-093_‘-40\()1&- D PO

18.  Worker declared her pregnancy in writing dur1ng ’Z‘
“inspection period (review records) (YNA ()Y ()N
IT yes. ticensee in comp]1ance with [20.12081 () Y ()N
and records maintained _ : (YY ()N

involved and doses received)

Records of exposures surveys, monitoring, and
evaluations maintained [20. 2102 2103, 2106, 35.205(d).

315(a)(8), L/C] | : VY (N



15, MISADMINISTRATICNS AND RECORDABLE EVENTS

If misadministrations or recordable events (defined'ﬁn 35.2) have

1=

occurred since last inspection, evaluate the incident(s) and the

licensee’s quality management program (QMP) "using the existing
guidance. [Reference TI 2800/025 and IP 87103] R

S/\l. Event date - Information Source
2. Notifications :
[ NRC Ops Center (.) Y () NRegion (Y Y ()N
a@ﬂ ~ Referring Physician (YY () NPatient ()Y ()N
WV In writing ' ()Y ()N
If notification did not occur, why not: |
3. Written Reports [35.33] _
a.  Submitted to Region within 15 days ()Y ()N
b. Copy-torpatient within 15 days CYY CON
B.  Records maintained [35.33(b)] | ()Y (N

.

| Remarks; _ | 4 el ' - } -
ey - edsencidotoo,. 7Y
'-ﬁﬂ/?é-f 'éﬁiéz;ﬁﬁfﬁf%/_é%m-

6. NRC_INOEPENDENT MEASUREMENTS

A. Survey ihstrument Serial No. Last calibration
B. Inspector's.measufements were compared to licensee's (*4/Y (YN
C. Describe the type. location. and results of measurements:

il 1. = Phedags pastir!

$7.  NOTIFICATION AND REPORTS

A.  Licensee in compliance with [19.13] (reports to .
individuals. public and occupational. = - g _ J/
monitored to. show compliance with Part 20) () None (x4 Y ( ) N

B. . Licensee in compliance with [20.2201] = - - »//
(theft or loss) o - { Y None (V) Y ( )N
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C. Lizensee in compliance with [20.2202] . : g
{incidents) _ { ) None (Pf[Y
D. Licensee in compliance with [20.2203)] :
' (overexposures and high radiation levels) Cvf None ( (1N
Licensee aware of NRC Ops Centgr pgone number y}' ( N
203 '

1B, POSTING AND LABELING

A. NRC-3 "Notice to Workers" is posted [19.11] A ‘q/4qY ( JN
B. Parts 19, 20, 21, Section 206 of Energy Reorganization

Act, procedures adopted pursuant to Part 21, and license

documents are posted or a notice indicating where '

documents can be examined is posted [19.11, 21.6] (VY ()N
C. Other posting and labeling per [20.1902, 15043 :

and the ]1censee is not exempted by [20 1903,71905] ¢ VY () N

Remarks:

19, RECORDKEEPING FOR DECOMMISSIONING

A. . Records of information 1mportant to the safe and
effective decommissioning of the facility maintained

in an independent and identifiable location until -
Ticense termination [30.35(g)] . - ( ()N
B. Records include all information out71ned in EBO B@OIGF Y ()N
Remarks : o
20 BULLETINS AND INFORMATION NOTICES _
A, Bulletins, Information Notices. NMSS Newsletters, .
_ etc.. received by the licensee (VY (N
B, Licersee took appropriate action in response to .
Butletins, Generic Letters, etc. (VY ()N
Remarks: | |
2l | SPECIAL LICENSE CONDITIONS OR ISSUES L '. () NA
Al S diti to be e
A pec1a1 license conditions or issues to review d 945 :Lz&zﬂ

35 3/8 o E%¢¢é7nvécrm;) jﬁbcybL@a¢L~/O%f

’Qﬂbwrxad’ %%Q¢9%7 Li:i:ijaB/)
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3¢, 3¢
”%l:e

B.  Evaiuation:

22, DEBRIEF WITH LICENSING STAFF
Inspection findings discussed with licensing staff ( JNACDY CON

Items discussed:

CONTINUATION OF REPORT ITEMS

24. - VIOLATIONS, NCVS AND OTHER ISSUES

HNote: Bmeﬂy state (1) the r*eqmrement and (2) how and when the licensee
viglated the requirement. For non-cited violations, 1nd1cate why
the violation was not cited.

f&xiibée £9~fi;%£;;§%5; Coarese Sy AméoééihaJu fLQ&A&W&kA;aﬁJé ﬁbﬁéwbﬁﬁimgw .
- f:;&iﬁkkbb = aw«zdaaﬂfzzéi’vﬁée 4&‘21¢4ﬁ35442 Ce
25.  PERFORMANCE EVALUATION SacTore T ~ i /ol
Licensee %(_ o @%*e— @""”77_ Inspector 'T/‘?I-&Ma}%
(name & _ '
location) __ . - - Inspection Date Q /Hz’/‘?l 77
A. Lack of senior management 1nvo]vement with the radiation o
- safety program and/or Rad1at10n Safety Officer (RSO) .
oversight - _ ()Y (\J(N
B. RSO too busy with other ass1gnments ()Y (VJ/N
C. Insufficient staffing )y (pdi
D. Radiation Safety Commlttee fa1ls to meet or functions
. inadequately )Y (gﬁ
E. Inadequate -consulting services or- 1nadequate audwts o ()Y Y (WA
F. F1nanc1a] Instability o (Y (L)/N

Remarks (consider above assessment and/or other pert1nent PEFs):

RegionaI follow-up on dbove PEFs citations:

END
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ATTACHMENT A
LABORATORY INSPECTION FIFLD NOTES

1. Date : A Authorized User(s)

2. Location{s) Building , Room(s)

3. Person(s) Contacted :

4. Describe scope of Tab use (RucTides, form, frequency, purpose, eté):
5. Training ¢’“Gzﬂ&' éfﬁéﬂ? Rsitlioveaed Lease

A. Frequency: C?ﬂﬂub/é@ff% fﬁ%éonducted by: ' _
B. Ind1v1dua1s wntervfew‘a understand safety practices 1Y ()N

Remarks: .
' See SeefinD -

Q&M,wf FAE Asdtpegdion M@t’.&g &%{Cﬂ-sz) M#MD/ &J WW‘? 3‘&;‘,&41

6. Surveys :
A. Types of surveys performed (daily. week?y monthly. etc.)
e ﬂ»e&wnBJau&@«equ_uéaﬁg mordecird o ?17ﬂﬁvvﬁ¥£b‘%1ﬁmﬁ@,
Instrumentat1on properly ca11brated and used G/fIY )
tfficiency of counting system determined - ()
Hood airflow adequate and checked as required ( ) N/A (&df ()
Records maintained: trigger levels established, -
area diagram, instrument used, individual. perform1ng
survey, results in proper units, decontam1nat10n
. performed as necessary, efc.) . . , (bﬂ/Y ( )
F. Inspector surveyed - _ : (MY ()
' Resu?ts satzsfactory - CCPNA(YTY ()

™Mo O o
= = o=

ZZZ

Remarks:
égq?%ﬂﬂﬁéﬁw kzk@o@& Jﬁu.&w@é awm&%%£f¢fcﬂazuq¥ ﬂwvamﬂﬁuﬁ,bﬁﬁiﬁmmggggzaméﬂé4
o {pugeo C4M{%€ﬁqﬁﬁ@\

7. Receipt and Transfer - (5 o _
A. Incoming packages proper]y surveyed () Y ()N
B. Interlaboratory transfers performed as specified
in the license ()YNAMNMY ()N
C. Records maintained : OF Y ( ) N
" Remarks:

pu&a%w veavised] oo MW/@W ansl M@;ﬂé« Aﬂ%@ wd pede) éz%z, TR
anel el QU 20y otto grasats W“’-}r«/ - |

8. Personnel Dosimetry ‘
- A Appropriate dosimetry assigned and worn () N/A WY ()N
B, Results available to lab personnel ‘ Y ()N
- C. Bioassays performed - g : - (vfiN/A ()Y ()N
Remarks: _ ) o : _
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g. Handiing Waste _
A, Procedures followaed : (VI Yy ()
B Proper storage (area. containers, labeling, etc.) &)Y ()
C Ligquid/solid waste disposal ' : Y ()
D. Incineration @y NJACO Y ()
E. Compaction - ) NAG)Y ()
F.  Sewer discharge CYNAC)Y S
G Records maintained. Y O

Rem=rks -

10. Inventory conducted _ () N/A (V3 ()N
Records Maintained - o 3 Y ()N

Remarks:
&’W%%’i? AL ey crz;éiﬂra’-%f( dh%&, féﬁ%ﬁ'&c/@r c.:,?l«u‘td Ww /M M‘ﬂ

f:~‘*<wfecqc§712§,;gfgaw

11. Storage and use of RAM o ;/f//
A. Adequate method to prevent unauthor1zed access ' Y (N
- B.  Condition of areas acceptable - (Y (N
C. Personnel wear disposable gloves -and protectlve
. clothing white handling materiaf ' (i§:§ ()N
D. ‘Hands monitored after procedures or before 1eav1ng &/T)%( )N
E. No eating, drinking, or smecking in use/storage areas (&Y { )N
F. No food, drink. or personaT 7tems stored in .
: use/storage areas (”T<Y ( )N
G. Use of shielding/distance while us1ng/stor1ng mater1a1(hﬁ/Y ( >N
H.  RAM is under surveillance and control when not in
: storage in an unrestricted area : , (Di/? ()N
Remarks: _ S : R
12. Post1ng and LabeT1ng ' ' ' - :
— ' EZASE

A. - NRC-3 "Notice to Workers™.
- B, Parts 19, 20, 21. Section 206 of Energy Reorganization
- Act. procedures for Part 21, and license documents or L}///
a notice indicating where documents can be examined = ( (}N
C. - Other posting and labeling requirements met (N

~ Remarks:

13.  Violations Guserved -

END
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APPENDIX A
MEDICAL BROAD-SCOPE lNSPECT[ON RECORD
, -Regioni _
Inspection record No. 77-0f License No. O & -G/ 738 —©2

Licensee (Name and Address): Docket No. __C3¢ - &/ 5/ 7

by

qu/'ﬁ::, /(ez/ /iwv\c/ M/Iea?w/ C’f?
chslubfﬁm N’ Zo3e7~ —5ce [

Licensee Contact: f/*/ ;/ X’ Gm . jz 4« Sire _ Telephone No.
Priority: __{ Program Code: _2//0
Date of Last inspection: / 7/~ ?’/ 75
Date of This inspection: //’ §— /2/87
Type of Inspection: ()A nnounced (£)nannounced
B (<yRoutine { ) Special
( ) Initiat
Next Inspection Date -// /2 ©os - ()Normal( )Reduced (yExtended

Justifi cat|on for change in normai inspectaon frequency:

) C/&n fhsf;ec%mg

Summary of Fj ndlngs and Actions:

_ (u)( violations cnted clear U.S. Nuclear Regulatory Commlss;on (NRC) Form 591 or
regional letter issued ‘ _ , _ ) :
('} Non-cited violations
( ) Violation(s), Form 591 issued
( ) Violation(s), regtonai letter issued

. Inspectdr(s) Date _?} //2 ¢/ 77

(Sign Name; '
74/"‘*1 £5 /Z & M/sj“"‘\

~ (Print Name) 7

Approved

Date ,3,',/? f—‘//;" Z

/4 S #AA/EAA’L/

(Print Name) _ | | ZJ?O

Issue Date: XX/XX/XX _ : A-1 87119,Appendix A
RI Receipt Date: 06/03/98



: ‘_PART I-LICENSE, INSPEC . .N, INCIDENT/EVENT, AND ENFOR/ _. TENT HISTORY
1. AMENDMENTS AND PROGRAM CHANGES:
 [License amendments issued since last mspect:cm program changes (including major
changes in facilities, activities, procedures, or personnel) noted in the license]
AMENDMENT#  DATE SUBJECT

7/ Clafre  AdS gen /QSC’ Choctom oo,
Co/ / (th&/ f:% ///PJ

2. INSPECTION AND ENFORCEMENT HISTORY: _
(Unresolved issues; previous and repeat violations; Confirmatory Action Letters: and

orders) ,
.2///43 /‘72 C/&L

3.  INCIDENT/EVENT H iSTORY

~ (List any incidents, recordable events, or mzsadmmlstratlons reported to NRC since the
last inspection. Citing “None” indicates that regional event logs, event files, and the
hcensmg file have no ewcience of any mc;dents or events since the last inspection.)

ko P32 Coitem. /Zycﬁfr |
Lo /a,f/;" b, Sl o) e

C;JL /’,Q.:/Senru’»/ 644‘7! _‘"‘er; i /’"i‘i ;c—,@_&k..y &;,44,} le£
. f/zu'fl_ A Atﬁ—( ,,;—ej (‘C(J‘;’{ajf( 'Mﬁz;%fzﬂi‘d% /Z
/ca.«rfce /ré'/"’-n/)_'f?i/ 1. A /Q‘g/ﬁ,,gv,;//ﬁ L.,l7{
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. 3. . FACILITIES: - '
* [Facilities as descnbed uses; control of access; engineering contro!s . e.g., ventilation,
hoods, filters, etc): irradiators and survey instrument calibrators: mazntenance by
authorized persons)

M{f]{:,f f@ﬁ}sfé/chﬁ? _9(1’/7[ ﬂ'm/ 4/7’;-3.5/ 2_45-
/ﬁfj‘ fi A—q—e; o /,2.7,:;; e /,/ﬁ‘o/acfm:%ew”;/

/:ff/m;, C’L(a/f; a2 a-—e'v\qaw&/ B es ER /?' Sﬁc"""?é ‘-/Uc‘“"‘¥
7767 ﬁ‘ﬁ-«a;?[ ﬂ/e Ccirm otny 96 faery Suﬁoﬁ’y CfCateqee . 2&"‘ ﬁ-ﬁ’j'e_
LG ¢ pmci;:? c-,_,r//{‘ fa S—Ef'v,-f;v Ud’d”[v

A _ 6//&7%‘!@ - ;5€n7 g/acc;hmfs;iaﬁﬁa/ o <Se
- /3 Tj'f(c«w/ — /'M-r'?z J g oFf Juts afsu-? Pis f5-35 - “3"5’7{"5

8/ g0 o b WL ATR.
.c,u HP o rees

St — 2 elag, AFT P
4. EQUIPMENT AND iNS!BUMENTATlON '

(Dose caiibrator; instrumentation for assaying alpha- and beta- radionuchdes generators;
'syringes and vials; survey instruments; 10 CFR Part 21 procedures: and Sfemal equipment

d inst tat AR Dﬂwf’%' o Lred  con cer S
and instrumentation) // < e;c;hs VWLGJ S ;:a’.;u.ve‘fé 72
Z{I‘btﬂ w1 o? &f ;\ﬁ‘jé‘: ?‘i\”f )?ﬂ»w{ Cc‘ks

s/ /er 308 C m’“sﬂ’f" Clos /e o
%&4_/0/6 g o /;ﬁg 65%33?{' s C""géf/ chi_ Con m:,?/

t,’ .f,a . ' é/léﬁ/uhﬁ/ 31::’/4475‘ cles
s Cloazes on il )1 ooy,

Ccurucec | : .%._-133 _ _ 7//?5@“_ ;ré'fému«:/ s § c?’gﬁmigf'-’/

?ﬁ |
2 »’-’3 €}?ﬁ!mé7/f( 245’3’ , quz cw//y gﬁ‘fi;u e/ / 3¢. B =,
_ bes el Tep of afeion Mo i) Shald foce fis 135w
5. MATEREAL RECEIPT, USE. CO TROL AND TRANSFER: ;/,, Sl

(Materials and uses authorized; use of radropharmaceutzcais secunty and control of
licensed materials; and procedures forr ﬁfemt and transfer of licensed material)

b Pt

(2) 225 L G vececi ook fo PSS
Tndeui _Izwes?l "{Lg scole m:7-€12/}

)Aw,&,w o lf muf%fw?/; e peceses o |
CL&"[‘“‘/ /aa;‘f Maaﬂéu 4 ,fsc/ﬁ@,,ﬁ,w/

flﬁ _ ‘Qi{t ::y/}ﬁ/’ég’ 5 e S](u./ f-—a; f.(,)“[ (/fﬁm
CC ~ ofd  JrecdiSee =SSPl of Fures) Glenn
6 {/j}ﬂ—w lg“s,gf S\U.a,t—t_(’j- ' V
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- 6. © THERAPIES:

- (Safety precautions; postings; contamination control; stay times; surveys; release
criteria of patients and rooms)
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-7. "QUALITY MANAGEMENT PROGRAM (GMP) AND MISADMINISTRATIONS:
(QMP - written directives, implementation, reviews, and records; misadminisirations -
identification, notifications, reports, and records)
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8. AREA RADIATION SURVEYS AND CONTAMINATION CONTROL:
(Radiation and contamination surveys; air sampling; leak tests; inventories; handling of
radicactive materials; protective clothing; dosimetry; records; and public doses)

CLV&&/ Gén? S Lu_y g “h /II/"" A"’-f{— Frea — o e
CAM.A&/ _:Z»—(;{ "{ gw:crlgf /577/ 2 e Su f/;_.c--\_ ST— o be
Cﬂ%éJ/ Sttret &’&;Cmcj‘f N P W | 44-!3’

Cj.uvﬂ—l 7C gf/?(% '7120» < -j}\. o7 f/ Crs &5 S“u L,W-_-v/
¢ ecoid < e Cup?péj% -

87119, Appendix A A-86 Issue Date:  XXOOUXX




9. TRAINING AND INSTRUCTIONS TO WORKERS: :
(Interviews and observations of routine work; staff knowledge of all routine activities: 10
CFR Part 20 requirements; therapy training and postulated emergency situations; _
supervision by authorized users; retraining and periodic training programs; training of
ancillary personnel such as housekeeping, security, and maintenance; adequacy of
training and instruction)

/,‘ P Cn _q%ﬁw, /‘*e/'—'r"'-"/ 7/?/72’

10.. RADIATION PROTECTION:
[Radiation protection program with ALARA provisions (worker and general public
external and internal exposure control; effluent control); external and intemal dosimetry
program; exposure evaluations; dose records and reports; and patient release]
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11. . RADIOACTIVE WASTE MANAGEMENT: _ '
(Disposal; effluent pathways and control; storage areas; transfer; packaging, control, and
tracking procedures; equipment incinerators, hoods, vents, and compactors; and records)
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12.  DECOMMISSIONING: ,
(Records of radiclogical conditions; decommissioning plan/schedule; notification -
requirements; cost estimates; fundmg methods; financial assurance; and Timeliness
Rule requirements) '
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13.  TRANSPORTATION:
(Quantities and types of licensed material shipped: packagmg design reqmrements
HAZMAT communication procedures; unit dose return; return of sources: procedures for

rmonitoring radiation and contamination levels of packages; HAZMAT training: and
records and reporis)
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‘14.  NOTIFICATIONS AND REPORTS: |
(Theft; loss; incidents; overexposures; change in RSO, authorized user or nuclear
pharmacnst and radiation exposure reports to individuals)
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15.  POSTING AND LABELING:
~ (Nofices; license documents; regulations; bulletins and generic mformatlon posting of
radiation areas; and fabeling of containers of licensed material)
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16.  INDEPENDENT AND CONFIRMATORY MEASUREMENTS:
(Areas surveyed; comparison of data with licensee’s resuits and regulations; and

instrument type and calibration date) ,
Sa Ctosy CJ’;[ {/Z/VE% 96 A bt gw%éé& 4{:2%1{/
ng\é_ M /:"2 pfv—u*-* Lk L

fff’t&{,/ Sue ke T §74] b

17. VIOLATIONS. NON-CITED VIOLATIONS (NCVs): AND OTHER SAFETY ISSUES:
(State requirement and how and when licensee violated the requirement. For NCVs,
indicate why the violation was not cited. Attach coples of all licensee documents
needed to support violations.}
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‘T ) :
18. PERSONNEL CONTACTED:

[\dentify licensee personnel contacted during the inspection (including those individuals
contacted by telephone).} C=1- ljc { b bem —

%ag @ﬁ'd‘ﬁ'/}a{c’z— —_ ‘p-l—z——&']gf’ /[’}‘-‘-C
_ Aed izl e
Cfg/[\ _('/,oétn 72"’1—1,.:,) —_ rﬁésﬁvm\,«;r,gf
.Cﬂ/f-/ﬁlﬂﬁww= b foi ~ Clhic/
(,Jﬂfz v/ %Léﬁ — C‘é’;b?[:j%?'mj_ /f‘«,,?gué'“(fc;{-/‘ Ao

‘/\/!F/‘D"'"JS;W O;"“J'— : G 4 C\/fkwﬂ’// }‘&7&;?«-5—‘

Use the following identification symbols:
# Individuai(s) present at entrance meeting
* Individuai(s) present at exit mesting

19. PERFORMANCE EVALUATION FACTORS (PEFs):

A Lack of senior management involvement with the

radiation safety program and/or RSO oversight ()Y (c)'lf
B. RSO too busy with other assignments (yY (.2/_(
C. Insufficient staffing (YYy (W
D. RSC fails to meet or functions

inadequately () N/A OY
E. inadequate consulting services or inadequate

audits conducted - () N/A Y M

Rerarks (consider the above assessment and/or other pertinent PEFs with regard to the
licensee's oversight of the radiation safety program):

21.  Special Conditions or jssues:
(Special license conditions; year-2000 efiects of computer software)

f one
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'PENDIX A - ATTACHMENT A
DECOMMISSIONFNG TIMELINESS INSPECTION ATTACHMENT

Licensee: e 7!71{;; Q&/ el .

Date of Inspection: _ % /K ~/ ?/{7 4

1. COMPLIANCE WITH DECOMMISSIONING TIMELINESS RULE

(NOTE: Repeat the answers given in Section 12 of the main body of the inspection
record. The issues in subsequent sect1ons are dependent on the answers to these

guestions.)
A. License to conduct a principal activity has :
expired or been revoked. ()Y (o
B. Licensee has made a decision to permanently
cease pringi vities, at the entire site,
or any separate buildings) or any outdoor areas,
including inactive burial grounds. (,_;)({ YN
C. A 24-month duration has passed in which no

principal activities have been conducted under
the license at the site, or at any separate
buildings, or any outdoor areas, including

inactive burial grounds. ()Y (V)’ﬁ
D. If "Yes" to either A or B or C above:
(1 Identify Site/Bldg/Area: /«5 74/ 7{ ﬁfﬂc jﬁéaf /2 /‘ZA’?
’r

(2) Date of occurrence of A, B, or C:

2. NOTIFICATION REQUIREMENTS

A Licensee has provided written notification to U.S. Nuclear Regulatory
Commission (NRC) within 80 days of the occurrence of 1.A,, 1.B., or

1C. above. L L wrHn
If "Yes," date of notification: /;7%/1 c/;-i?z‘o/ / 2/{ /T

B. If the licensee is requesting to delay initiation
of the decommissioning process, the licensee
has provided written notification ta NRC
within 30 days of occurrence of 1.A., 1.B.,
or 1.C.,above | ( YNIAC )Y (R

If "Yes," date of notification:

Basis for Findings:

lssue Date; XXDXIXX AA-1 Appendix A, Att. A
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- 3. DECOMMISSIONING .AN/SCHEDULE REQUIREMENTS

A Licensee is required to submit a decommissioning
plan per 10 CFR 30.36(g), 40.42(qg), 70.38(g), or 10
CFR Part 727 ()Y (R

If"No" to 3.A., answer the following items B. - F.;

B. The decommissioning work scope is covered by . :
current license conditions. (-)4 { )N

C. Decommissioning has been lmtlated within 60 days .
of notification to NRC, or NRC has granted a delay. \ (YY) N

D.  Iflicensee has initiated decommissioning, give date Oce i s o /| fegioa
the decommissioning was initiated: Dene Chas u‘f; e/ -&-ﬂ"?[”ﬂ Se.t.

Initiation date: S'et i e ZE

E. If decommissioning has been completed it was
completed within 24 months of notification

of NRC. : M’@A()Y()’N

F.  If decommissioning is still scheduled to be
completed, it is on schedule to be completed
* within 24 n\c\)nths of notification of NRC. (INA()YY N

Basis for Findings: __;);3’_%/ ee gfe / Z’;f__ ﬁ,w/ net Aﬁ e (M,/Zf

2 )//"s" .'AC'W\ 712‘)15 /}1/-56”7{%\.-
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K "Yes"to 3.A., answer the fofloWing items G. - J.:

G. The decommissioning plan has been submitted
to NRC within 12 months of notification ' ' )Y ()N

| See -
if "Yes," date of submittal: _ [ 2 // 2 / &7 Le 7Lf‘["-*'
If NRC approved, date of NRC approval: //’41? g

H.  Has the licensee submitted an aliernative

schedule request? | ()Y (L—)'Kr
If "Yes," date of submittal: -
) oy )Bg_ﬁ_ﬂ;f L/- b e é $e /.
I.  If decommissioning has been completed, it was |, _ s ' { fetlee 12
completed within 24 months after approvalof 7 7© '/  €2- 7 A /
the decommissioning plan (L)A«/A (ﬁ}‘( ()N > 7 e ;‘;
' Comm ¢
J. If decommissioning is still scheduled to.be ¢ ¥ f
completed, it Is on schedule to be completed A}E ¢ & /~ /’ J s f—ve/ Se A
within 24 months after approval of the ; &
decommissioning plan. {NIA( ( ) N

Basis for Findings:

Vhe N 5/:/ “f Foies? Elom i)
be o /‘/j un"ﬁ/ /;7@:. 7 f??‘? %@ e oy

o7ﬁ _ oTtes L/J d tvr// nb/ be C“\/é\/ ’7£f/[ - \/ur
Q’"P fee |

Violations id.en’t'lﬁed, if any:
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APPENDIX B
MEDICAL BROAD-SCOPE INSPECTION RE?ERENCES‘

ORGANIZATION AND SCOPE OF PROGRAM

10 CFR 35.6 Provisions for research involving human subjects.
10 CFR 35.29 Administrative requirements - mobile nuclear medicine service.
10 CFR 35.80 - Technical requirements - mobile nuclear medicine service.

License application and applicable license conditions.
MANAGEMENT OVERSIGHT
A.  Radiation Safety Committes

10 CFR 33.13 Requirements for igssuance of a Type A specific license of

broad scope
10 CFR 35.22 Radiation safety committee.,
10 CFR 35.23 Statements of authority and responsibilities.
10 CFR 35.31 Radiation safety program changes.

Applicable license conditions.

B. Radiation Safety Officer

10 CFR 35.2 1 . Radiation safety officer.
10 CFR 35.23 Statements of authority and responSIbmttes
10 CFR 35.800 - Radiation safety officer.
C.:  Audits, Revnews or inspections
10 CFR 35.22 Radiation safety comm:ttee

10 CFR 20.1101 Radiation protection programs.
10 CFR 20.2102 Records of radiation protectron programs.
Applicable license conditions.
D. ALARA
10 CFR 35.20 Radiation protection programs.

E.  Authorized Users -

10 CFR 35.11 License required.
10 CFR 35.13 License amendments.
10 CFR 35.25 Supetrvision.

Applicable license conditions.

These references correspond to the sectlons of IP 871 19, Part 1l of Appendix A, the
“Medical Broad-Scope tnspection Record .’
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'3, ' FACILITIES

_ A Access Control

10 CFR 20.1601 Control of access to high-radiation areas.
10 CFR 20.1602 - Control of access to very high -radiation areas.
Applicable I!cense conditions.

B. Engineering Controls
10 CFR 20.1701 Use of process or other engineering controls.
10 CFR 20.1702  Use of other controls
10 CFR 35.90 Storage of volatile gases,
10 CFR 35.205 Control of aerosols and gases.

Applicable license conditions.

4, EQUIPMENT AND INSTRUMENTATION

A Dose Calibrators - Photon-emitting radionuclides

10 CFR 35.50 Possessnon use, cahbra‘uon and check of dose
calihrators.

Applicable license conditions.
B. Instrumentation- Alpha- or beta-emitting radionuclides
10 CFR 35.52 Possession, use, calibration, and check of instruments to
measure dosages of alpha— or beta-emitting radionuclides. -
Applicable license condmons
C. ' ‘Generators
io CFR35.204 - Permissible moiybdenuﬁ’t-gg concentrations.
D. Syring.es aﬁd Vials | _ | |
10 CFR 35.60 ' Syringe shields and labels.

10 CFR 35.61 Vial shields and labels.

E. Survey Instruments
1. Possession

10 CFR 35.120 Posession of survey instrument. =

10 CFR 35.220 Possesion of survey instruments. _ j

10 CFR 35.320 Possession of survey instruments.

10 CFR 35.520 Availability of survey instrument.
Applicable license conditions.

2. Calibration
10 CFR 35.51 Calibration and check of survey instruments. |
F. . Safety Component Defects

10 CFR21.21 - Notification of fallure to comply or existence of a defect
and its evaluation.

87119, Appendix B . B2 lssue Date: ~ XX/XXUXX




5. . MATERIAL USE.C_ [ROL. AND TRANSFER

A, Authorized Usés

10 CFR 31.11 General license for use of byproduct material for certain in-

: vitro clinical or laboratory testing.

10 CFR 35.53 Measurement of dosages of unsealed byproduct matena[

: for medical use.

10 CFR 35.100 Use of unsealed byproduct material for uptake, dilution,
and excretion studies.

10 CFR 35.200 Use of unsealed byproduct material for imaging and
localization studies. _

10 CFR 35.204 Permissible molybdenum-29 concentrations.

10 CFR 35.300 ‘Use of unsealed byproduct material for therapeunc
administration.

10 CFR 35.400 Use of sources for brachytherapy

10 CFR 35.500 Use of sealed sources for diagnosis.
B. Security and Control |

10 CFR 20.1003 Definitions (restricted area and unrestricted area).
10 CFR 20.1801 Security of stored material,
10 CFR 20.1802 Conirol of material not in storage.

C. Receipt and Transfer of Licensed Material

10 CFR 20.1806 ~-  Procedures for receiving and opening packages.
10 CFR 20.1501 General. .
10 CFR 20.2103 Records of surveys.
10 CFR 30.41 Transfer of byproduct material.
10 CFR 30.51 Records. :
6. -THERAPIES : '

10 CFR 35.75 -  Release of patients or human research subjects containing
: . radiopharmaceuticals or permanent implants.
10 CFR 35.315  Safety precautions.
~Applicable license conditions.

7. QUALITY MANAGEMENT PROGRAM AND MISADMINISTRATIONS

10 CFR 35.2 Definitions (m'isadministrat_ion and recordable events).
10 CFR 35.32 ~ Quality management program.
10 CFR 35.33 Notifications, reports, and records of misadminfstrations.

- 8. AREA RADIATION SURVEYS AND CONTAMINATION CONTROL
| A Area Surveys |

10 CFR 2.01301 Dose limits for individual members of the public. :

10 CFR 20.1302 Compliance with dose limits for individual members of the
public.

10 CFR 20.1501 General.

10 CFR 20.2103 Records of surveys. -

10 CFR 20.2107 Records of dose to individual members of the public.

10 CFR 35.70 Surveys for contammatton and ambient radtatzon exposure
rate.

Applicable hcense conditions.

Issue Date:  XOUXOUXX S B-3 87119, Appendix B




8.

10.

..B‘

A

Leak Testis at.

10 CFR 35.59

nventories

Requirements for possession of ssaled sources and
brachytherapy sources.

Applicable license conditions.

TRAINING AND INSTRUCTIONS TO WORKERS

General

10 CFR 18.12

Instruction to workers.

Knowledge of 10 CFR Part 20 radiation protection procedures and reguirements.

Specific

40 CER 35.900

10 CFR 35.901
10 CFR 35.910
10 CFR 35.920
10 CFR 35.830

10 CFR 35.932

10 CFR 35.934
10 CFR 35.950

10 CFR 35970

10 CFR 35.971
10 CFR 35.972
10 CFR 35.980
10 CFR 35.981

Therapy Training

10 GFR 35.310
10 CFR 35.59

Supervision

10 CFR 35.25

A

- RADIATION PROTECTION

General

IP 83822

Radiation Safety Officer.

Training for experienced Radiation Safety Officer.
Training for uptake, dilution, and excretion studies.”
Training for imaging and localization studies.
Training for therapeutic use of unsealed byproduct
material. '

Training for treatment of hyperthyroidism.

Training for treatment of thyroid carcinoma.
Training for use of sealed sources for diagnosis.
Training for experienced authorized users.
Physician training in a three month program.
Recentness of training.

Training for an authorized nuclear pharmacist.
Training for experienced nuclear pharmacists.

Safety instruction. '
Requirements for possession of sealed sources and
brachytherapy sources. '

Supervision.

Radiation Pratection.

Radiation Protection Program

1. Exposure evaluation

10 CFR 20. 1501 General.

2. Programs

10 CFR 20.1101
10 CFR 35.20

87119, Appendix B

Radiation protection programs.
ALARA program.-
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Dosimetry

1.

Dose Limits

10 CFR 20.1201

10 CFR 20,1202
10 CFR 20.1207

10 CFR 20.1208

Occupational dose limits for adults.
Compliance with requirements for summation of
exiernal and internal doses.

Qccupational dose limits for minors.

Doses to an embryo/fetus.

Determination of external dose from airborne
radioactive material.
Dosimetry. processing.

- Conditions requiring individual monitoring of

external and internal occupational dose.

Applicable license conditions.

Determination of mtemai exposure
Conditions requiring individual monitoring of
external and internal occupational dose.
Respiratory protection and controls to restrict
internal exposure in restricied areas.

Control of aerosols and gases,

2. _Externa!
10 CFR 20.1203
10 CFR 20.1501
10 CFR 20.1502
3. Internal _
10 CFR 20.1204
' 10 CFR 20.1802
10 CFR 20,
Subpart H
10 CFR 35.205
- 10 CFR 35.315
Records
10 CFR 20.2102
-10 CFR 20.2103
10 CFR 20.2104

10 CFR 20.2106

_ Patient Release

10 CFR 35.75

Safety precautions - radiopharmaceutical therapy.

Records of radiation protection programs
Records of surveys.

- Determination of prior occupational dose.

Records of individual monrtormg results.

Release of patients or human research subjecis' cantaining

: -radlopharmaceuhcafs or permanent [mplants

11. RADIO&CTIVE WASTE MANAGEMENT

A

Issue Date:

Disposal

10 CFR 35.92

10 CFR 20.1904
10 CFR 20.2001
10 CFR 20.2005
10 CFR 20.2103
10 CFR 20.2108

Effluents

1. General -

SRR

Decay in storage.

Labeling containers.

General waste disposal requirements.
Disposal of specific waste -

Records of surveys.

Records of waste disposal.
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P87, Maintai.ning Effluents from Mate. . .is
Facilities As Low As s Reasonabily Achievable (ALARA)

2. Release into sanitary sewer

- 10 CFR 20.2003 Disposal by release into sanitary sewerage.
Applicable license conditions.

3. Release to septic tanks

10 CFR 20.1003 Definitions (san:tary sewerage).
10 CFR Part 20, Limits.
App. B, Table 2

4. Incineration of waste
10 CFR 20.2004 Treatment or disposal by incineration.
5. Control of air effluents and ashes
10 CFR 20.1201 Occupational dose limits far adults,
10 CFR 20.1301 Dose limits for !ndrvudua! members of the publrc.
10 CFR 20.1501 General. -
10 CFR 20.1701 Use of process and other engmeenng contraols.
Applicable license condltlons
C. Waste Management
1. . General
'10'CFR 20.2001 _ General requu‘ements _
iP 84850 Radioactive Waste Management - Inspectlon of .
: , Waste Generator Reguirements of 10 CFR Part 20
and 10 CFR Part 81
2. Waste compacted
Applicable license conditions.
3. Waste storage areas o
10 CFR 20.1801 Security of stored material.
10 CFR 20.1802 Posting requirements.
- 10 CFR 20.1804 Labeling containers.
- Applicable license conditions.

4 Packaging, Control, and Tracking

10 CFR Part 20, Requirements for low-level waste transfer for
Appendix F disposal at land disposal facilities and manifests.
10 CFR 20.20086 Transfer for disposal and mamfests
10 CFR 61.55 - Waste classification.
10 CFR 61.56 Waste characterization.
5. Transfer -
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P87, . Maintaining Effluents from Mate. .t
Facilities As Low As Is Reasonably Achievabie (ALARA)

Release into sanitary sewer

2.
- 10 CFR20.2003  Disposal by release into sanitary sewerage.
Applicable license conditions.
3. Release to septic tanks
10 CFR 20.1003  Definitions (sanitary sewerage).
10 CFR Part 20,  Limits.
App.. B, Table 2
4. Incineration of waste
10 CFR20.2004  Treatment or disposal by incineration.
5. - Control of air effiuents and ashes
10 CFR20.1201  Occupationai dose limits for adults.
10 CFR 20.1301 ' Dese limits for individuat members of the public.
10 CFR 20.1501 General.
10 CFR 20.1701 Use of process and other englneenng controls.
Applicable license conditians
C. Waste Manégement
1 General
" 10 CFR 20.2001 General requirements.
1P 84850 ' Radioactive Waste Management - Inspection of
- . Waste Generator Requ:rements of 10 CFR Part 20
"and 10 CFR Part 81
2. Waste compacted |
‘Applicable license conditions.
3.  Waste storage areas | _
10 CFR20.1801  Security of stored material.
10 CFR 20.1902 Posting requirements.
10 CFR 20.1904 Labeling containers.
Applicable iic;ense conditions.
4. Packaging, Control, and Tracking
10 CFR Part 20, Requirements for low-level waste transfer for
Appendix F disposal at land disposal facilities and manifests.
10 CFR 20.2006 Transfer for disposal and manifests.
10 CFR 61.55 Waste classification.
10 CFR 61.56 Waste characterization.
5, Transfer -
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10 Ch.\ Part 20, Requirements for ijow-levi waste transfer for

Appendix F disposal at land disposal facilities and manifests.

10 CFR 20.2001 General requirements.
10 CFR 20.2006 Transfer for disposal and manifests,
10 CFR 30.41 Transfer of byproduct materiai

- Records

10 CFR 20.2103 Records of surveys.
10 CFR 20.2108 Records of waste disposal.

12. DECOMMISSIONING
10 CFR 30.35 Financial assurance and record-keeping for decommissioning.
10 CFR 30.36 Expiration and termination of licenses and decommissioning of
sites and separate buildings or outdoor areas.
iMC 2602 Decommissioning Inspection Program for Fuei Cycle Fac:htaes
and Materials Licensees.
P 87104 Decommissioning Inspection Procedure for Matena!s Licensees
IMC 2605 Decommissioning Procedures for Fuel Cycle and Materials
Licensees.
NUREG/BR-0241 NMSS Handbook for Decomm:ssnonlng Fuel Cycle and Matenals
Licensess.
13. TRANSPORTATION
A General
NRC Charts Hazard Communication for Class 7 (Radloactlve)
Materials.
10OCFR71.5 Transportation of licensed material.
T 2515/133 Implementation of Revised 48 CFR Parts 100 179 and 10
CFR Part 71.
B. Shippers - Requirements for Shipments and Packaging
1. General Requirements
49 CFR Part 173, Class 7, radioactive material.
Subpart |
49 CFR 173.24 General requirements for packagings and
packages.
49 CFR 173.448 General transportation requirements.
48 CFR 173.435 Table of A, and A, values for radienuclides.
2, Transport Quantities
10CFR71.4 Definitions of quantities.
a. All quantities
10CFR 714 Definitions of quantities.
49 CFR 173.410 - General design requirements.
49 CFR 173.441 Radiation level limitations.
49 CFR 173.443 Contamination control.
49 CFR 173.475 Quality control requirements prior to each
shipment of Class 7 (radioactive) materials.
Issue Date:  XXOOUXX B-7 87119, Appendix B



.S CFR 173.476

b. Limited quantities
49 CFR 173.421
48 CFR 173.422

c. Type A quantities
49 CFR 173.412
49 CFR 173.415
49 CFR 178.350

d.  Type B quantities

{P 86740, Section 2

Approval of spew.... form Class 7
(radioactive) materials.

Excepted packages for limited quantities of
Class 7 (radioactive) materiais.

Additional requirements for excepted
packages containing Class 7 (radioactive)
materials.

- Additional design requirements for Type A

packages. _
Authorized Type A packages.

- Specification 7A; general packaging,

Type A

Inspection of transportation activities.

e. LSA material and SCO

49 CFR 173.403
48 CFR 173.427

Definitions.

Transport requirements for low spec:ﬁc
activity (LSA) Class 7 (radioactive)
materials and surface contammated objects
(SCO).

3. HAZMAT Communication Requirements

48 CFR 172.200-205
49 CFR 172.300-338
48 CFR 172.400-450
48 CFR 172.500-560
49 CFR 172.600-604

C. HAZMAT Training

Shipping papers.

Marking packages.

Labeling packages.

Placarding vehicles.

Emergency response information and
guidance.

49 CFR 172.702 Applicability and responsibility for training and testing. '
49 CFR 172.704 Training requirements.

D. .  Transportation by Public Highway

49 CFR 17116 * Immediate notice of certain hazardous materials incidents.
49 CFR 171.16 " Detailed hazardous materials incident reports.
49 CFR 177.800 Responsibility for compliance -and training.

42 CFR 177.816 Driver training.

49 CFR177.842 Loading and unloading: Ciass 7 (radioactive) material.

87119, Appendix B _ . B-8
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© 14,

15.

16.

17.

18.

19,

Issue Date:  XXUDXX/XX ' B | . 87119, Appendix B

~ NOTIFICATIONS Ar._ REPORTS

10 CFR 18.13 Notifications and reports to individuals.

10 CFR 20.2201 - Reports of theft or loss of licensed material.

10 CFR 20.2202 Notification of incidents. '
10 CFR 20.2203 Reports of exposures, radiation levels, and concentrations of

- radioactive material exceeding the constraints or fimits.
10 CFR 30.50 Reporting requirements.
10 CFR 35.14 Notifications (RSO, authorized users, and nuclear pharmacists).

POSTING AND LABELING

10 CFR 12.11 Posting of nofices to workers.

10 CFR 20.1902 Posting requirements.

10 CFR 20.1903 Exemptions to posting requirements.
10 CFR 20.1204 Labeling containers.

10 CFR 20.1905 Exemptions to labeling requirements.
10CFR21.6 Posting requirements.

INDEPENDENT AND CONFIRMATORY MEASUREMENTS

No references.

VIOLATIONS, NON-CITED VIOLATIONS AND OTHER SAFETY IISSUES

NUREGIBR~O195, Rev.1 NRC Enforcement Manual.

NUREG-1600 General Statement of Policy and Procedures for NRC
_ ~Enforcement Actions.

PERSONNEL CONTACTED

No references.

PERFORMANCE EVALUATION FACTORS

IP 87101 Perfbrmance Evaluation Factors.

END
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1998 Occupational Radiation Exposure -

Walter Reed Army Medical Center, Washington, DC

| Average Radiation Dose (millirem)

Organization/Section N| N>0|EXTREMITY| SKIN EYE| TEDE
Walter Reed 516 170 319 102 102 46
Cardiology 521 40 414 218 236 64
Medical Maintenance 23 6 NA 24 35 43|
Endocrinology 2 0 0 0 0 0
Gastroenterology 28 2 13 7 -5 14
Health Physics 15! -6 128 20 21 22
Radiology Physicians 25| 15 5871 62 55 41
Special Procedures 14} 13 39 328 356 100
Imaging Section Radiology 7 1] NA 17 19 25
X-ray Technologists 53 7 NA 77 103 55
Nuclear Medicine 31| 23 519] 98 97 104
Radiation Oncology 32 7 159 26 12 14
Urology 32]° 14 151] 31 23 13
Ward 65 (Implants) 26 7 NA 22 9 9
Ward 75 (Oblations) 45/ 5 NA 20 14 16
Speech Pathology 8 0 NA 0 0 0
Research Workers 106{ 21 274 53 49 32
156 3 36 43 70

Veterinary Medicine

168] .




RADIATION DOSES (millirem) 1998

WRAMC for ail Workers

Cardiolagy 1998

Radiation Doses (millirem)

SKIN EYE TEDE] FINGER
n 52 52 52 b4
n>0 40 a6} 31 5
min value 4 4 0 31
max valu 928 964 316 1518
sum {(qQ) 8701 8510 1974 2069
avyg dose 218 238 B4 414
Endogrinology 1998
Radiation Doses (millirem)
SKIN EYE TEDET FINGER
n -2 21 2 9
n=0 0 -0 -0 0
min vajue 0 0 0 0
max vaiug 0 0 0 0
sum (d) 0 0 0 .0
avg dose | 0 0 0 0
HEALTH PHYSICS 1998
Radiation Doses (millirem)
‘ SKIN EYE TEDE| FINGER
n 15 18 15 12
n>0 5 2] 6 1
min vaiue 4 4 4 128
max valug g2 98 101 128
sum (d) 122 128 131 128
avg dose 20 21 20 128
RADIATION ONCOLOGY
Radiation Doses (millirem)
. SKIN EYE "TEDE| FINGER
n 32 32 32 12
n>0 7 Ki 5 7
mih value 4 A4 4 12
max vaiu 78 45 43 718
sum (d) 185 . 86 70 11158
avg dose 26 12 14 159
WARD 65 (Implants)
Radiation Doses (millirer)
SKIN EYE TEDE[ FINGER
n 26 26 261 NA
n>Q 7 7 5 NA
min value 4 4 4 NA
max valug) -55 11 1] NA
sum (d) 154 &1 44 NA
avg dose 22 9 ] NA

. SKIN]  EYE TEDE | FINGER
n 516 516 516 328
n>0 170 161 128 82
min value 4 4 1 12
max vaiue 3222 3316 501 3876
sum (d) 17261 16476 5837 26151
avg dose 02| 102 46 319
Medical Maintenance 1998
Radiation Doses (millirem) _
SKIN EYE TEDE] FINGER
n 23 23 23 NA
n>0 3] 6 6] NA
min value 7 7 7 NA
max valug| 36 101 145 NA
sum (d) 144 209 257 NA
Java dose 24 35 43 NA
_Gastro 1998 -
Radiation Doses (millirem)
SKIN EYE TEDE] FINGER
n 28 28 28 28
n>0 2 1 A1 2
min value 5 5 14 A2
max valug 8 5 14 13
sum {d) 13 5 14 25] -
avg ¢ dose 7 5 14 13
NUCLEAR MEDICINE —
Radiation Doses (miilirem)
) SKIN EYE TEDE] FINGER
n 31 31 31 29
n>0 23 23 22 20
min value 4 4 4 12
max value} 332 . 346 346 2435
sum (d) 2260 2237 2204 10373
avg dose g8 a7 104 519
SPECIAL PROCEDURES
Radiation Doses (milliremn) ,
SKIN EYE TEDE] FINGER]
n 14 41 14 14
n>Q 13 12 8 3
min value 4 4 4 12
max valuel 3222 3316 501 91
sum (d) 4264 4268 799 118
avg dose 328 356 100 39




Number of Workers

1998 Total Effective Dose Equivalent

400 — 388

Walter Reed Army Medical Center

- Dose (millirem)

.
350 —  n=516
300 - S— Average TEDE = 46 millirem
o Range: 1 - 601 millirem = —
250 - -
. | | -
200 | B L _
.
150
100 -
50 A _
0 e 7 3 7 4
. B o m_j
' 51-100 101-150 151-200 201-250 251-300 >300
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1998 Total Effective Dose Equivalent

Walter Reed Army Medical'Center

-

n=>516 |
Average TEDE = 46 millirem
| Range: 1 - 601 millirem
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Lens of Eye Radiation Dose
Walter Reed Army Medical Center

o
o
|

o

355

J

1 |
n =516

Average eye dose = 102 millirem
" Range: 4

- 3316 millirem

136

]L

15

4

2

3

1

401 - 600 601 - 800 807 - 1000 >1000
Radiation Dose (millirem)




- 350

Number of Workers

1998 Skin Radiation Dose
Walter Reed Army Medical Center

346 -
: 1 T B
—

n = 516 |

-1 Average Skin Dose = 102 mllhrem
|Range: 4 -3222 millirem

144
| N
, 1 3 1

'1-200 201-400 401-600 601 - 800 801 - 1000 >1000

Radiation Dose (millirem)




,Number of Workers

246

Extremity Radiation Doses 1998
Walter Reed Army Medical Center

250
_ n =328
200 + —1Average Extremity Dose = 319 millirem A
I Range: 12 - 3876 millirem |
150 [
100 -
53
50 -
0 3 2 4 2 | 5
) 0 1-200 201-400 401 - 600 601 - 800 801 - 1000 ‘!O

Radiation Dose (millirem)




11988 Occupation Radiation Dose Data Distributions for Walter Reed Army Medical Center

-— TEDE -—-emeemmmmz
--X axis—- |-y axis-—--
Dose mR |frequency
0 388
1-50 891
51-100 16
101-150 6
151-200 70
201-250 3
251-300 1
4

------- (3] ¢ 3 J—
--X axis-- |-y axis---
Dose mR |frequency
0 346
1-200 144
201 -400 17
401 - 600 4
601 - 800 1
801 - 100 3
>1000 -1

>300

—-—— EYE —-rmemeen

~x axig-- |-y axig-—
Dose mR |frequency
0 - 355
1-200 136
201 - 400 15
401 - 600 4
601 -~ 800 2
801 - 100 3
>1000 1

~—-- EXTREMITY

--X axis— |--y axis---
Dose mR |frequency
0 ' 246
1-200 53
201 - 400 15
401 - 800 3
601 -~ 800 4
801 - 100 2]
>1000 5






