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1. LICENSEE/LOCATION INSPECTED: 2. NRC/REGIONAL OFFICE: 

Nemours -Alfred I. duPont Hospital for Children 
1600 Rockland Road U.S. Nuclear Regulatory Commission 

Region I, 2100 Renaissance Blvd, Suite 1 oo 
King of Prussia, Pennsylvania 19406-2713 

Wllmlngton, DE: 19803 

REPORT NUMBER(S) 

3. DOCKET NUMBER(S) 
030-19939 

LICENSEE: 

2019-001 

1
4. LICENSE NUMBER(S) 
· 07-16199-02 

1;5. DATE(S) OF INSPECTION 

I' June 3, 2019; exit on October 29, 2019 

v 

The lnsp,eoUon was an examination of the acllvlUes conducted under your llcense as they relate to radiation safety and to compllance with the Nuclear 
Regulatory Commission (NRC) rules and regulaUons and the condlUons of your llcense. The Inspection consisted of selecUve examtnallons of 
procedures and representative records, Interviews with personnel, and observations by the Inspector. The inspeotlon findings are as follows: 

D 1. B.ased on the Inspection flildlngs, no vlolatlons were Identified. 

cg] 2. Previous vlolatlon(s) closed. 

r-i 3. The vlolaUon(s), speclllcally described to you by the lnsp~or es non-<.lted violations, are not being cited because they were self-
l_._J ldenUfled, non-repettUve, and oorrecUve acUon was or Is being taken, and the remaining criteria In the NRC Enforcement Polley, to 

exercise discretion, were.saUsfied. 

Non-cited vlolatlon(s) were discussed Involving the followlng requlrement(s} and corrective action(s): 

4. During this lm1pecUon, certain of your aoUvlUes, as described below and/or attached, were In vlolaUon of NRC requirements and are being 
cited In accordance with the NRC Enforcement Polley. This fonn ts a NOTICE OF VIOLATION, which may be subject to posting In 
accordance with 10 CFR 19.11. (Violations and Corrective AcUons) . 

1. 10 CFR 35.24(f} requires, In part, that the Radiation Safety Committee (RSC) must include an authorized user of 
each type of use pennltted by the license. 

Contrary to the above, from June 5, 2018 to June 3, 2019, Nemours' RSC did not include an authorized user of 
each type of use pennltted by the license. Specifically, the RSC did not Include an authorized user ofYttrium-90 
mlcrospheres permitted by 1 o CFR 35.1 ooo. 

This is Severity Level IV violation (Enforcement Policy Section 6.3). Corrective actions Include appointing a 
Yttrlum-90 mlcrospheres authorized user to the RSC. 

--·.--···-· ~-------~ ........ ------·-·----~----~~'",---·· .. --- .· ....... ···w····-•·•• • ...... •---·· ... ,.,-,.--. . .,0.. .. • .... · 

· .. 

Stat~ment .of Corrective Actions 
I hereby state that, within 30 days, the actions .described by. me to the Inspector wlll be taken to correct the vlolatlons ldenOfied. This statement of 
oorreotlve actions Is made In aocordance with the requirements of 10 CFR 2.201 (corrective steps already taken, corrective steps which wlll be taken, 
date when full compllance will be achieved). I understand that no further written response to NRC wlll be required, unless speclfically requested. 

Title Printed Name Slgnatu~!-. Date 

LICENSEE'S REPRESENTATIV-E.-.''-'--bi-"tz._1_e.._~_c_.1-'-'-//fPJH.'-'---'..C..CZ.-"9\11~---'--"-M-~-1'/----!--. ~-=-~--,,,~. ~.... -.-.. --~,--/-()_0_c-; /' 

~·~-N-R_c_,N_s_p~e-cr_o_R~~ ......... :~IJ_a_n~l~Nguyen 

, I Donna J~nda BRANCH CHIEF 
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U.S, NUCLEAR REGULATORY COMMISSION 

10CFR2.201 

SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION 

1. '.pceNSeE/1.;0CATION INSPEQTE:D: 

Nemours -Alfred I. duPont Hospital for Children 
1600 Rockland Road 
Wllmlngton, DE 19803 

REPORT NUMBER($) 2019-001 

· 2; · NRC/REGIQNAL; OFF:IC.E. 

U.S. Nuclear Regulatory Commission 
Region I, 2100 Renaissance Blvd, Suite 100 
King of Prussia, Pennsylvania 19406-2713 

3. DOCKET NUMBER(S) 

030-19939 

'4, LICENSE: NUMBER(S) 

07-16199-02 
5. DATE(S) OF ll)ISPECTION 

June 3, 2019; exit on October 29, 2019 

(Contlnued) 
2, 10 CFR 35.60(a) requires that for direct measurements perfonned In accordance with 10 CFR 35.63, a llcensee shall possess 

and use Instrumentation to measure the activity of uns~aled byproduct material before it is administered to each patient or 

human research subject. 10 CFR 35.60(b) requires that the licensee calibrate the instrumentation required in paragraph (a) of 

this section In accordance with nationally recognized standards or the manufacturer's Instructions. 

Contrary to the above, as of June 3, 2019,,the licensee did not calibrate the Instrumentation required in 10 CFR 35.60(a) In 

accordance with nationally recognized standards or the manufactu.rer's Instructions. Specifically, Nemours did not perfonn 

geometrical variation testing on the two dose calibrators In the PET Chemistry Department. 

This Is a Severity Level IV violation (Enforcement Polley Section 6.3). Corrective actions Include perfonnlng geometrical 

variation testing on the two dose calibrators In the PET Chemistry Department, and retraining staff on dose calibrator testing 

requirements. 

3.' 10 CFR 35.67(b)(2) requires, In part, that a licensee In possession of a sealed source shall test the source for leakage at 

Intervals _not to exceed 6 months. 10 CFR 35.67(9) requires, In part, that a licensee In possession of sealed sources shall 

conduct a semi-annual physical Inventory of all such sources In its possession. 

Contrary to the above, as of June 3, 2019, Nemours did not test the sealed sources In Its possession for leakage at Intervals not 

to exceed 6 months and did not conduct a semi-annual physical Inventory of all such sources In Its possession. Specifically, the 

three dose calibrator vial sources and one rod source In the PET Chemistry Department had not been Inventoried or leak tested. 

This Is a·Severitylevel IV violation (Enforcement Polley Section 6.3). Corrective actions Include performing a sealed source 

Inventory and leak test on the sealed sources In the PET Chemistry Department, and retraining staff on sealed source 
requirements. , 

4. 10 CFR Part 71.S(a) requires, In part, that.any llcensee who transports licensed material outside the site of usage, as specified 

In the NRC license, or where transport Is on pl.ibllc highways, comply with the appUcable requirements of the Department of 

Transportation {DOT) regulations In 49 CFR Parts 171 through 180, appropriate to the mode of transport. 

49 CFR 172.400(a) requires, In part, that each person who offers for transportation or tra.nsports a hazardous material shall label 

the package with labels and markings specified for the material In the 172.101 table and In this subpart (I.e., Radioactive White I 

orYellowll). 

Contrary to the above, as of June 3, 2019, Nemours did not lab.el the package with labels and markings specified for the material 

in the 172.101 table and In this subpart (I.e., Radioactive White I or Yellow II). Specifically, packages containing between 20 to 

500 uCI of Fluorine-18 were transported from the PET Chemistry Department to the Nemours Life Science Center.without being 

labeled as Radioactive White I or Yellow II as required nor were they marked With the proper shipping name. Furthermore, the 

closure device of the packaging was not installed and secured before each shipment. Addltlonally, the shipping paper 

accompanying the package did not contain the required shipper's certlfloatlon that the package had been shipped In accordance 

with the DOT regulations. 

This Is a Severity Level IV violation (Enforcement Policy Section 6.8). Corrective actions Include developing a procedure for the 

labeling and marking of packages containing radioactive material, providing package closure devices (I.e., zip ties), revising the 

shipping paper to Include the correct language, and retraining staff on the transportation requirements for radioactive material. 
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