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(4-2008)
10 CFR 2.201

SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION

U.S. NUCLEAR REGULATORY COMMISSION

] 1. LICENSEE/LOCATION INSPECTED:
PharmaRx Hawaii, LLC

98-021 Kamehameha Highway, Unit 319
Aiea, Hawaii 96701

Location Inspected: same as above

REPORT NO:  2022-001

2. NRC/REGIONAL OFFICE

U.S. Nuclear Regulatory Commission
Region IV

1600 East Lamar Boulevard
Arlington, Texas 76011-4511

3. DOCKET NUMBER
030-37049

4. LICENSE NUMBER
53-29217-01MD

5. DATEs OF INSPECTION
April 11, 2022

LICENSEE:

2. Previous violation(s) closed.

~were satisfied.

Continued on Part 2

Title Printed Name

LICENSEE'S IKL_bﬂ

REPRESENTATIVE ‘&_A/AJ(:.
Janine F. Katanic, PhD, CHP

NRC INSPECTOR
leeﬂe Roldan Otero, PhD

BRANCH CHIEF

The inspection was an examination 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 observations by the inspector. The inspection findings are as follows:

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

3. The violations, specifically described to you by the inspector-as non-cited violations, are not being cited because they were self-identified, *
= non-repetitive, and corrective action was or is being taken, and the remaining criteria in the NRC Enforcement Policy to exercise discretion

Non-Cited Violation was discussed involving the following requirements and Corrective Actions:

4. During this inspection certain of your activities, as described below and/or attached, were in violation of NRC requirements and are being
— cited. This form is a NOTICE OF VIOLATION, which may be subject to posting in accordance with 10 CFR 19.11.

License Condition 22 of NRC License 53-29217-01MD, Amendment No. 7, dated May 18, 2016, requires, in part, that

the licensee conduct its program in accordance with Application dated November 18, 2015.

Application dated November 18, 2015, section “Special Equipment for Handling Millicurie Quantities of Liquid
Radioiodine,” states, in part, that "The efficiency of this trapping system is checked weekly. The filters are removed and
the radiation level at their surfaces measured with a pancake probe type survey meter or more sensitive device. When
the measured level of the top filter is equal to or greater than 10% of the measured level of the bottom filter, the bottom
filter will be replaced with the top filter, and a new top filter will be inserted.”

Llcensee s Statement of Correctwe 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 violations identified. This statement of
corrective actions is made in accordance with the requirements of 10 CFR 2.201 (corrective steps already taken, corrective steps which will be taken,
date when full compliance will be achieved). | understand that no further written response to NRC will be required, unless specifically requested.

_ Signature - Date
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NRC FORM 591M PART 2 U.S. NUCLEAR REGULATORY COMMISSION
(4-2008)

10 CFR 2.201
SAFETY INSPECTION REPORT AND COMPLIANCE INSPECTION
| 1. LICENSEE/LOCATION INSPECTED: 2. NRC/REGIONAL OFFICE
PharmaRx Hawaii, LLC
Location Inspected: 98-021 Kamehameha Highway, U.S. Nuclear Regulatory Commission
Unit 319, Aiea, Hawaii 96701 Region IV, 1600 East Lamar Blvd
Arlington, Texas 76011-4511
REPORT NO: 2022-001

3. DOCKET NUMBER 4, LICENSE NUMBER 5. DATE OF INSPECTION
030-37049 53-29217-01MD April 11, 2022
CONTINUED FROM PART 1

Contrary to the above, from December 31, 2019, to April 11, 2022, the licensee failed conduct its program in accordance
with Application dated November 18, 2015. Specifically, on multiple weekly occasions when the licensee checked the
efficiency of the trapping system, the measured radiation level of the top filter was determined by the licensee to be equal to
or greater than 10 percent of the measured radiation level of the bottom filter, and the licensee failed to replace the bottom
filter with the top filter and insert a new top filter.

This is a Severity Level IV Violation (Section 6.3.d.).

As corrective actions, the licensee immediately replaced both charcoal filters (top and bottom) with new charcoal filters on
the date of the inspection. Following the inspection, the licensee confirmed the instructions for checking the efficiency of the
trapping system by reviewing the Operation Manual for the Biodex lodination Fume Hood. The licensee updated its weekly
charcoal filter check worksheet to provide additional clarity regarding the procedure to be used to check the efficiency of the

trapping system. The worksheet also added an area to clearly identify when the charcoal filters are replaced and to
document any relevant comments related to charcoal filter replacement.




From: Blaine Ikeda

To: Katanic, Janine

Cc: Blaine Ikeda

Subject: [External_Sender] RE: NRC Inspection/ PharmaRx Hawaii, LLC
Date: Friday, April 29, 2022 1:43:47 PM

Attachments: NRCinspection4112022.pdf

Hi Janine,

Please see attached signed inspection report. Please feel free to call with any additional questions

or concerns. Cell | Gz

Thank you,
Blaine lkeda

From: Katanic, Janine <Janine.Katanic@nrc.gov>
Sent: Friday, April 29, 2022 9:37 AM

To: Blaine lkeda <Blaine@PharmaRXHawaii.com>
Subject: NRC Inspection/ PharmaRx Hawaii, LLC

Aloha Blaine,

As discussed at the conclusion of the onsite inspection, one violation was identified regarding the
efficiency check of the charcoal filters above the iodination fume hood. | have attached the NRC
Form 591M documenting the violation, and your corrective actions, which are continued on to the
second page. Please review this and either (1) print, sign and date where it says licensee
representative, scan, and email back or (2) electronically sign/date and email back. When you return
the signed copy, that will conclude the NRC inspection.

Regards,
Janine

Janine F. Katanic, PhD, CHP

Senior Health Physicist

Materials Inspection Branch

Division of Radiological Safety and Security
US Nuclear Regulatory Commission
Region IV

office: 817-200-1151

email: Janine.Katanic@nrc.gov



