
License Assistance Team 
Division of Nuclear Materials Safety 
United States Nuclear Regulatory Commission 
2100 Renaissance Blvd., Suite 100 
King of Prussia, P A 19406-2713 

D~~o 17 Jo I 
Re: Renewal of NRC Materials License No. 06-19183-01 

Dear NRC License Assistance Team, 

Please find enclosed Boehringer Ingelheim Pharmaceuticals, Inc. license 
renewal application including the following: 

• Form313, 

• Sections 5-11, 

• Delegation of Authority 

Please let me know if you have any questions. 

Thank you. 

William Galdenzi, CIH, CSP 
Radiation Safety Officer 

~ Boehringer 
\itllltv Ingelheim 

Boehringer lngelheim 

Pharmaceuticals Inc. 

November 20,2014 

William L. Galdenzi, CIH, CSP 

Radiation Safety Officer 

Tel: 203-778-7759 

Fax: 203-798-5738 

E-Mail: bill.galdenzi@boehringer­

ingelheim.com 

900 Ridgebury Rd/P.O. Box 368 

Ridgefield, CT06877-0368 



NRC FORM 313 
(03-2014) 

U.S. NUCLEAR REGULATORY COMMISSION APPROVED BY OMB: NO. 3150-0120 EXPIRES: 05/31/2015 

10 CFR 30, 32, 33, 34 
35, 36, 37, 39, and 40 

~R"IEG& 
+..::,Cj <.,~ 

(~.'"} APPLICATION FOR MATERIALS 
\~1 LICENSE ., +0 ...... 

Estimated burden per response to comply with this mandatory collection request: 4.3 hours. Submittal of the 
application• is necessary to determine that the applicant is qualified and that adequate procedures exist to 
protect the public health and safety. Send comments regarding burden estimate to the FOIA, Privacy, and 
Information Collections Branch (T-5 F53), U.S. Nuclear Regulatory Commission, Washington, DC 20555-0001, 
or by internet e-mail to lnfocollects.Resource@nrc.gov, and to the Desk Officer, Office of Information and 
Regulatory Affairs, NEOB-10202, (3150-0120), Office of Management and Budget Washington, DC 20503. If a 
means used to impose an information collection does not display a currently valid OMS control number, the 
NRC may not conduct or sponsor, and a person is not required to respond to, the information collection . 

INSTRUCTIONS: SEE THE APPROPRIATE LICENSE APPLICATION GUIDE FOR DETAILED INSTRUCTIONS FOR COMPLETING APPLICATION. 
SEND TWO COPIES OF THE ENTIRE COMPLETED APPLICATION TO THE NRC OFFICE SPECIFIED BELOW. *AMENDMENTS/RENEWALS 
THAT INCREASE THE SCOPE OF THE EXISTING LICENSE TO A NEW OR HIGHER FEE CATEGORY WILL REQUIRE A FEE. 

APPLICATION FOR DISTRIBUTION OF EXEMPT PRODUCTS FILE APPLICATIONS WITH: 

OFFICE OF FEDERAL & STATE MATERIALS AND 
ENVIRONMENTAL MANAGEMENT PROGRAMS 
DIVISION OF MATERIALS SAFETY AND STATE AGREEMENTS 
US NUCLEAR REGULATORY COMMISSION 
WASHINGTON, DC 20555-0001 

ALL OTHER PERSONS FILE APPLICATIONS AS FOLLOWS: 

IF YOU ARE LOCATED IN: 

ALABAMA, CONNECTICUT, DELAWARE, DISTRICT OF COLUMBIA, FLORIDA, GEORGIA, 
KENTUCKY, MAINE, MARYLAND, MASSACHUSETTS, NEW HAMPSHIRE, NEW JERSEY, 
NEW YORK, NORTH CAROLINA, PENNSYLVANIA, PUERTO RICO, RHODE ISLAND, SOUTH 
CAROLINA, TENNESSEE, VERMONT, VIRGINIA, VIRGIN ISLANDS, OR WEST VIRGINIA, 

SEND APPLICATIONS TO: 

LICENSING ASSISTANCE TEAM 
DIVISION OF NUCLEAR MATERIALS SAFETY 
U.S. NUCLEAR REGULATORY COMMISSION, REGION I 
2100 RENAISSANCE BOULEVARD, SUITE 100 
KING OF PRUSSIA, PA 19406-2713 

IF YOU ARE LOCATED IN: 

ILLINOIS, INDIANA, IOWA, MICHIGAN, MINNESOTA, MISSOURI, OHIO, OR WISCONSIN, 
SEND APPLICATIONS TO: 

MATERIALS LICENSING BRANCH 
US. NUCLEAR REGULATORY COMMISSION, REGION Ill 
2443 WARRENVILLE ROAD, SUITE 210 
LISLE, IL 60532-4352 

ALASKA, ARIZONA, ARKANSAS, CALIFORNIA, COLORADO, HAWAII, IDAHO, KANSAS, 
LOUISIANA, MISSISSIPPI, MONTANA, NEBRASKA, NEVADA, NEW MEXICO, NORTH 
DAKOTA, OKLAHOMA, OREGON, PACIFIC TRUST TERRITORIES, SOUTH DAKOTA, TEXAS, 
UTAH, WASHINGTON, OR WYOMING, 

SEND APPLICATIONS TO: 

NUCLEAR MATERIALS LICENSING BRANCH 
U S. NUCLEAR REGULATORY COMMISSION, REGION IV 
1600 E. LAMAR BOULEVARD 
ARLINGTON, TX 76011-4511 

PERSONS LOCATED IN AGREEMENT STATES SEND APPLICATIONS TO THE U.S. NUCLEAR REGULATORY COMMISSION ONLY IF THEY 
WISH TO POSSESS AND USE LICENSED MATERIAL IN STATES SUBJECT TO U.S.NUCLEAR REGULATORY COMMISSION JURISDICTIONS. 

1. THIS IS AN APPLICATION FOR (Check appropriate item) 

D A NEW LICENSE 

D B. AMENDMENT TO LICENSE NUMBER 

0 C RENEWAL OF LICENSE NUMBER 06- I 9183-0 I 

3. ADDRESS WHERE LICENSED MATERIAL WILL BE USED OR POSSESSED 

Boehringer Ingelheim Pharmaceuticals, Inc. 
900 Ridgebury Road 
Ridgefield, Connecticut 06877-0368 

12 LICENSE FEES (Fees required only for new applications, with few exceptions') 
(See 10 CFR 170and Section 170.31) 

NAME AND MAILING ADDRESS OF APPLICANT (Include ZIP code) 

Boehringer Ingelheim Pharmaceuticals, Inc. 
900 Ridgebury Road 
Ridgefield, Connecticut 06877-0368 

. NAME OF PERSON TO BE CONTACTED ABOUT THIS APPLICATION 

BUSINESS CELLULAR TELEPHONE NUMBER 

(203) 73 I -0829 

FEE CATEGORY AMOUNT I 
ENCLOSED $ 

13. CERTIFICATION. (Must be completed by applicant) THE APPLICANT UNDERSTANDS THAT ALL STATEMENTS AND REPRESENT A T!ONS MADE IN THIS APPLICA T!ON ARE BINDING 
UPON THE APPLICANT 

THE APPLICANT AND ANY OFFICIAL EXECUTING THIS CERTIFICATION ON BEHALF OF THE APPLICANT, NAMED IN ITEM 2, CERTIFY THAT THIS APPLICATION IS PREPARED IN 
CONFORMITY WITH TITLE 10, CODE OF FEDERAL REGULATIONS, PARTS 30, 32, 33, 34, 35, 36, 37, 39, AND 40, AND THAT ALL INFORMATION CONTANED HEREIN IS TRUE AND CORRECT 
TO THE BEST OF THEIR KNOWLEDGE AND BELIEF 
WARNING 18 U.S. C. SECTION 1001 ACT OF JUNE 25, 1948 62 STAT 749 MAKES IT A CRIMINAL OFFENSE TO MAKE A WILLFULLY FALSE STATEMENT OR REPRESENTATION TO 
ANY DEPARTMENT OR AGENCY OF THE UNITED STATES AS TO ANY MATTER WITHIN ITS JURISDICTION. 

CERTIFYING OFFICER --TYPED/PRINTED NAME AND TITLE DATE 

. James Baxter. Pharma.D., PhD; Senior Vice President, Development 

NRC FORM 313 (03-2014) 



5. Materials Possessed 

Any 

6. Purpose for Which Licensed Material Will be Used 

Not to exceed 50 millicuries per 
radionuclide and 1 curie total. 

5 curies 
1 

Boehringer Ingelheim Pharmaceuticals, Inc. uses radioactive materials for pharmaceutical research. Uses 
include in vitro studies and studies in small lab animals. The majority of radioactive materials are bound and 
non-volatile. 

7. Individual Responsible for the Radiation Safety Program 

Senior Vice President of Development 

The Senior Vice President of Development is the signee for upper level management on our license. The Senior 
Vice President will appoint a Chairperson from upper level management within Research and Development to 
lead the Radiation Safety Committee. The Chairperson will report up through the Senior Vice-President of 
Development. The Radiation Safety Officer will maintain a leadership role for radiation safety within the 
Environmental, Health, Safety & Security (EHS&S) Department. The Radiation Safety Officer has been given 
full authority for radiation safety through the enclosed "Delegation of Authority", signed by the Senior Vice 
President of Development. Please see organizational chart below. 

/>~I Senior Vice President Of Development ~',, 
, , ' ' , , 

' , 
' , 
' , , ' , 

' 

Chairperson/Management Radiation Safety Radiation 
Representative Committee Safety Officer 

Radiation Safety Committee. The Radiation Safety Committee (RSC) meets quarterly. Each RSC meeting 
must have a quorum to conduct official business. A quorum will constitute at least the Chairperson (or his/her 
designee), the Radiation Safety Officer, members from areas of use from which specific issues will be 
discussed, and any other member whose field of expertise is necessary. Minutes will be maintained. 

The objective of the RSC is to: 

• ensure policies and guidelines are compliant and meet the As Low As Reasonable Achievable 
(ALARA) principles for all radioactive material uses, 

• review protocols for new and renewed uses, 
• review new Principal Radiation Users (PRU's) and Radiation Workers (RW's), 
• review and approve permitted program and procedural changes prior to implementation, 



• take appropriate actions when noncompliance is. identified, including analysis of the root cause, 
corrective actions and actions to prevent reoccurrence, 

• revise its permitted program and procedures in accordance Section 1 and Section 8.72 ofNUREG-
1556, Volume 11; "Program-Specific Guidance About Licensees of Broad Scope" dated April 1999. 

Radioactive material use must be reviewed and approved by the RSO and the Radiation Safety Committee 
(RSC). Boehringer Ingelheim Pharmaceuticals, Inc. accomplishes this by requiring a formal radiation safety 
protocol for all radioactive materials use. Protocols are formally reviewed and approved by the RSO and the 
majority of the RSC. 

The Chairperson will hold an upper level management position. Department Representatives will meet the 
following criteria: hold a senior level position (not necessarily a PhD), have experience as an authorized user of 
radioactive materials, and represent radioactive materials use in their respective area. 

Radiation Safety Officer: The Radiation Safety Officer is William L. Galdenzi, CIH, CSP. Mr. Galdenzi has 
over 25 years of safety, health, environmental and radiological experience. He has been the RSO at Boehringer 
Ingelheim Pharmaceuticals, Inc. since 2007 and previously was the RSO at another major pharmaceutical 
company. 

8. Training 

Training complies with the requirements specified in Appendix J ofNUREG-1556, Volume 7- "Program­
Specific Guidance About Academic, Research and Development, and Other Licenses of Limited Scope" dated 
December 1999. 

9. Facilities and Equipment 

BIPI uses licensed material in research and development buildings located at 900 Ridgebury Road, Ridgefield, 
Connecticut, 06877-0368. BIPI maintains a 24-hour, 7-day a week security staff. Site entrances are secured 
and access to the buildings is restricted to badged employees or contractors. Visitors are escorted at all times. 

BIPI uses licensed material in approved research and development laboratories and animal facilities. The RSO 
evaluates these labs and areas to ensure that the necessary controls are established for the intended research 
activities, isotopes, and quantities required. 

Typical research and development laboratories are equipped with the necessary equipment such as impervious 
bench tops, spill trays or bench top liners, fume hoods, cabinets, and services. Safety showers and eyewash 
stations are also located throughout the facilities. In addition, each laboratory contains a broad range of research 
equipment and instrumentation. 

Animal handling will be in accordance with Appendix H ofNUREG-1556, Volume 7- "Program-Specific 
Guidance About Academic, Research and Development, and Other Licenses of Limited Scope" dated 
December 1999. 

BIPI does not discharge radioactive liquid effluents from site buildings. 

10. Radiation Safety Program 

Executive Management ensures oversight of our Radiation Safety Program through direct communication with 
the RSO and Chairperson of the Radiation Safety Committee. The RSO has immediate and direct contact with 
Executive Management if a situation warrants. However, most issues historically are resolved directly by the 



RSO and his/her staff or by working through the Radiation.Safety Committee. The RSO will attend Executive 
Management meetings to discuss any issue regarding radiation safety, if needed. 

BIPI completes annual audits of its Radiation Safety Program in accordance with Section 8.10.1 ofNUREG-
1556; Volume 11 "Program-Specific Guidance About Licenses of Broad Scope" dated April 1999. 

The RSC regularly reviews health and safety practices of laboratories, worker personal protective equipment, 
instrumentation, radioactive waste disposal, postings, and training to ensure that good health physics practices 
are adhered to in order to maintain exposures to ALARA. 

BIPI uses instruments that meet the requirements specified in Appendix M ofNUREG-1556, Volume 7-
"Program-Specific Guidance About Academic, Research and Development, and Other Licenses of Limited 
Scope" dated December 1999. 

Qualified vendors will perform instrument calibrations in accordance with Section 8.1 0.2 ofNUREG-1556; 
Volume 11 "Program-Specific Guidance About Licenses of Broad Scope" dated April 1999. 

BIPI manages material receipt and accountability in accordance with Section 8.10.2 ofNUREG-1556; Volume 
11 "Program-Specific Guidance About Licensees of Broad Scope" dated April 1999. 

BIPI will monitor individuals in accordance with the criteria in the section entitled "Radiation Safety Program­
Occupational Dose" in NUREG 1556, Volume 7- "Program-Specific Guidance About Academic, Research and 
Development, and Other Licenses of Limited Scope" dated December 1999. 

BIPI will adopt procedures for the safe use of radioactive material, including security and emergencies, as 
published in Appendix R ofNUREG-1556, Volume 11; "Program Specific guidance About Licenses of Broad 
Scope" dated April 1999. 

BIPI will survey the facility in accordance with the survey frequencies and contamination levels published in 
Appendix S ofNUREG-1556, Volume 11 "Program Specific guidance About Licenses of Broad Scope" dated 
April 1999. 

11. Waste Management 

BIPI disposes of radioactive waste in accordance with the Waste Management procedures outlined in Section 
8.11 ofNUREG-1556, Volume 11 "Program-Specific Guidance About Licenses of Broad Scope" dated April 
1999. 



a.\ Boehringer 
\t1lll1v Ingelheim 

NRC Delegation of Authority Statement 

To whom it may concern: 

William Galdenzi has been appointed as our Radiation Safety Officer and is 
responsible for ensuring the safe use of byproduct material. The Radiation 
Safety Officer is responsible for managing the radiation safety program; 
identifying radiation safety problems; initiating, recommending, or providing 
corrective actions; verifying implementation of corrective actions; and ensuring 
compliance with regulations for the use of byproduct material. 

Boehringer Ingelheim 

Pharmaceuticals Inc. 

November 17, 2014 

james G. Baxter, Pharm.D., Ph.D. 

Sr. VP, Development 

Telephone 203-788-7350 

Telefax 203-791-6468 

E-Mail james.baxter@boehringer­

ingelheim.com 

900 Ridgebury Rd/P.O. Box 368 
The Radiation Safety Officer is hereby delegated the authority necessary to meet Ridgefield, CT06877-0368 

these responsibilities. Telephone (203) 798-9988 

The Radiation Safety Officer has the authority to immediately stop any 
operations involving the use of byproduct material in which health and safety 
may be compromised or may result in non-compliance with NRC 

Sincerely, 
: ,/"? 

~1t·t ;&, "/~c 
~Dr. James Baxter, Pharm.D., PhD 

Sr. Vice President, Development 



This is to, acknowledge the receipt of you9application dated 

\JI 'J..O \ H , and to inform you that the initial processing which 
includes an administrative review has been performed. 

Rcue-w (_()fp -lt1 \~3-·0{) IIJ There were no administrative omisstons. Your application was assigned to a 
technical reviewer. Please note that the technical review may identify additional 
omissions or require additional information. 

D Please provide to this office within 30 days of your receipt of this card 

A copy of your action has been forwarded to our License Fee & Accounts Receivable 
Branch, who will contact you separately if there is a fee issue involved. 

Your action has been assigned Mail Control Number r5~5] ~~ . 
When calling to inquire about this action, please refer to this control number. 
You may call us on (610) 337-5398, or 337-5260. 

NRC FORM 532 (RI) 

(6·96) 

Sincerely, 
Licensing Assistance Team Leader 


