ENCLOSURE 8

NRC FORM 591M PART 1 U.8. NUCLEAR REGULATORY COMMISSION
{10-2003)
10 CFR 2.204

SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION

T LICENSEE/LOGATION INSPECTED: 2. NRGREGIONAL OFFIGE
Mallinckrodtt Inc. U
I;nggiBng %%i?)amh and Development H.S.lalﬁﬁllear Regulatory Commission
L BoX
St. Louis, MO 63134 22&5 arrenville Road, Suite 210
Lisle, IL 60532-435
REPORT 2005/001
3 DOCKET NUMBERTS) 4. LICENSEE NUMBER(S) 5. DATE(S) OF INSPECTION
030-12559 24-17450-01 11/ 7.‘ 2005
LICENSEE:

The inspection was an examinatlon of the activities conducted under your license as they relate to radiation safety and to compliance with
the Nuclear Regulatory Commission (NRC) rules and regulations and the conditions of your license. The inspection consisted of selective
examinations of procedures and representative records, Interviews with personnel, and cbservations by the Inspector. The inspection
findings are as follows:

1. Based on the inspection findings, no violations were identifled.

D 2. Pravious violation(s) closed.

3. The violation(s), specifically described to you by the Inspector as non-cited viclations, are not belng clted because they were seif-
identifiad, non-repstitive, and corrective action was or Is being taken, and the remalning criterla in the NRC Enforcement Policy,
NUREG-1600, to exercise discrotion, were satisfled. .

Non-CHed Violation{s) was/wore discussed involving the following requirement(s}) and Corrective Action(s):

4. During this Inspection certain of your activities, as described below and/or attached, were in vlolation of NRC requirements and are
being cHted. This form Is a NOTICE OF VIOLATION, which may be subject to posting In accordance with 10 CFR 19.11.

{Vlalations and Corrective Actions)

Licensee’'s Statement of Corrective Actions for Item 4, above.

| hereby state that, within 30 days, the actions described by me to the inspector will be taken to correct the viclations Idantifiad. This
statement of corrective actions is made In accordance with the requiremants of 10 CFR 2.201 {corrective steps already taken, corrective steps
which will be taken, date when full compliance will be achlieved). | understand that no further written response to NRC willl be required, unless
specifically requested.

Title Printed Name Signature Date
LICENSEE’'S
REPRESENTATIVE
NRC INSPECTOR Tony S. Go /Q Z @_/ 114’7 105
7 v
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NRC FORM 591M PART 3 U.S. NUCLEAR REGULATORY COMMISS|ON
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o crael %AFE‘?\Q‘EﬁtS’;” %' {§i,’",§£$6 T !
AND COMPLIANCE INSPECTION \
1. LICENSEE 2. NRC/REGIONAL OFFiCE
Mallinckrodt Inc. Imaging Research and Development| 5. Nuclear Regulatory Commission
REPORT NUMBER(S)  2005/001 Region !l
3. DOCKET NUMBER(S) 4. LICENSE NUMBER(S) 5. DATE(S) OF INSPECTION |
030-65084= | 2.5%Y 24- 218938 |"7y50 -0l 11/ 07 /05
6. INSPECTION PROCEDURES [7. INSPECTION FOCUS AREAS
87126 03.01 - 03.07
SUPF
T. PROGRAM [Z. PRIORITY 3. LICENSEE CONTACT 4. TELEPHONE NUMBER
3610 3 Joseph Koch, PhD 314-654-3269
Main Office Inspection Next Inspection Date: 11/08

D Field Office

D Temporary Job Site

PROGRAM SCOPE

NRC FORM 591M PART 3 (10-2003)

The licensee is a broadscope industrial research facility with only two to three active labs remaining.
The licensee received only one Mo-99/Tc-99m generator per week for QA and R&D associated with
generator research and small animal research studies. The licensee also possessed an instrument
calibrator Shepherd Model No. 28-6, containing a nominal activity of Cs-137, this calibrator is currently
in storage. The licensee also possessed several other sealed sources that were placed in storage. As
of the inspection date, the license also used low millicuries quantities of 1-125 for iodination binding
research activities. Currently there are nine authorized users as approved by the RSC, these
individuals were trained in radiation protection through an annual refresher course offered by the RSO
through a self-study program that is listed on the licensee’s intranet system.

Performance Observations

The insgector toured the facility and was able to observe the storage area, the hot lab and the
research floor where Tc-99m usSed in daily basis. The licensee’s staff demonstrated survey

rocedures for surveying packages containing byproduct materials and waste. No problems were
identified during the four of the Tacility.
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