~ REGIONI
475 ALLENDALE ROAD
KING OF PRUSSIA, PENNSYLVANIA 19406-1415

February 2, 2010

Docket No. 03019882 License No. 52-21175-01
EA-04-118

Enrique Moran, P.E.

General Plant Manager

Baxter Healthcare of Puerto Rico
P.O. Box 1389

State Road 721, Km 0.3
Aibonito, PR 00705

SUBJECT: NRC INSPECTION REPORT NO. 03019882/2009002, BAXTER HEALTHCARE
OF PUERTO RICO, AIBONITO, PUERTO RICO

Dear Mr. Moran:

On July 27, 2009, Michael Reichard of this office conducted a safety inspection at the above
address of activities authorized by the above listed NRC license. The inspection was an
examination of your licensed activities as they relate to radiation safety and to compliance with
the Commission's regulations and license conditions. In addition, the inspection included a
review of the one remaining commitment resulting from the Alternative Dispute Resolution (ADR)
mediation session conducted on December 13, 2004, and the subsequent NRC issued
Confirmatory Order, dated January 26, 2005 (ML050260695). This final commitment
documented in the Confirmatory Order concerned an additional external review by a consultant
with irradiator experience to audit Baxter’s irradiator operations, maintenance, radiation safety,
and the Radiation Safety Officer and the Assistant Radiation Safety Officer duties.

The onsite inspection consisted of observations by the inspector, interviews with personnel, and
a selective examination of representative records from July 2008 through July 2009. Your
correspondence dated January 4, 2010, “External Consultant Review/Audit-Baxter Healthcare of
Puerto Rico,” (ML100050028) was also reviewed as part of the inspection. The results of the
inspection are documented in the enclosed inspection report and were discussed by Mr.
Reichard with Mr. Jose Arroyo, Radiation Safety Officer, during a telephone conversation on
January 11, 2010.

Within the scope of this inspection, no violations were identified. We have no further questions
concerning the violations identified in our letter dated October 25, 2004, (ML043000049) the
Confirmatory Order of January 26, 2005, and your corrective actions for these violations.
However, our final determination concerning your compliance with the Confirmatory Order will be
provided in separate correspondence.

In accordance with 10 CFR 2.390 of the NRC'’s “Rules of Practice,” a copy of this letter and its
enclosure will be made available electronically for public inspection in the NRC Public Document
Room or from the NRC document system (ADAMS), accessible from the NRC website at
http://www.nrc.gov/reading -rm/adams.html.
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Current NRC regulations are included on the NRC's website at www.nrc.gov; select Nuclear
Materials; Medical, Academic, and Industrial Uses of Nuclear Material; then Regulations,
Guidance, and Communications. The current NRC Enforcement Policy is included on the
NRC's website at www.nrc.gov; select About NRC; How We Regulate; Enforcement; then
Enforcement Policy. You may also obtain these documents by contacting the Government
Printing Office (GPO) toll-free at 1-866-512-1800. The GPO is open from 7:00 a.m. to 6:30 p.m.
EST, Monday through Friday (except Federal holidays).

No reply to this letter is required. Please contact Michael Reichard at (610) 337-6945, if you
have any questions regarding this matter.

Sincerely,

/RA P. J. Henderson for/

John D. Kinneman, Director
Division of Nuclear Materials Safety

Enclosure:
Inspection Report No. 03019882/2009002

cc w/encl:
Jose R. Arroyo, Radiation Safety Officer
Commonwealth of Puerto Rico
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