


  

The following information was requested by email from Sara Forster on December 19, 2018 
and we agreed I would follow up by January 11, 2019 instead of the originally requested 
January 3, 2019 in our subsequent phone call on December 20, 2018. 
 
To facilitate our continued review of your request, please provide additional information – via a 
signed and dated cover letter and resubmitted supporting information - as noted: 
 

1. NRC Form 314 for the Greenfield facility, signed by you or other duly authorized 
individual;  
 
Lilly Response: Equivalent information per 10 CFR 30.36(j) is supplied below as the 
license has not expired and is not being terminated.  

 
2. Final disposition of all licensed material used or stored at the Greenfield location of use 

including: 
 

• History of radioactive materials use at the licensee’s facilities (e.g. unsealed 
carbon-14, sealed sources and any other radionuclides, as applicable) including 
for all areas where radioactive material was used or stored. (Please indicate 
each radionuclide, form, and maximum quantity possessed in each area – or in 
the building – under the license, as well as the dates on which such radionuclides 
were used or stored.) 

 
Elanco Headquarters was approved as a location under the Lilly Broad Scope 
License on February 8, 2010. Labs A116 and A117 were commissioned for use 
on March 22, 2010. The labs were used to store and prepare for transfer solid 
and liquid vials containing 14C labeled compounds totaling approximately 200 
mCi (approximately 40 vials averaging 5 mCi each with a maximum activity in 
one vial of 30 mCi).  
 
One additional lab was approved at the Elanco Headquarters location for housing 
a sealed source (Ni-63 Electron Capture Detector). The sealed source was 
returned to the vendor (Agilent Technologies) on November 22, 2013. Leak tests 
of the source were performed under the Broad Scope license between March, 
12, 2010 and the date of the last test performed the day of return on November 
22, 2013. No results of leaking were identified on any leak tests.  

 
• Last date material was used at the licensee’s facilities, including the building 

overall and for each room where radioactive material was used. 
 
Periodic shipments of material took place during the time the lab was approved, 
with the final remaining vials being transferred out on June 5, 2014.   
 
 
 

https://www.nrc.gov/reading-rm/doc-collections/forms/nrc314.pdf


  

• Last date that material was stored at the licensee’s facilities. 
 
The last remaining vials were transferred out of Elanco Headquarters on June 5, 
2014.  
 

• For any items disposed of via decay-in-storage, confirmation that radioactive 
materials labels were removed and container surveyed prior to disposal. (Please 
indicate the final disposition date for any such waste removed from the 
referenced facilities.) 

 
No items were disposed of via decay-in-storage. 

 
• For any material dispositioned via return to the manufacturer or transfer to 

another radioactive materials licensee, a letter confirming receipt. 
 

License verification for receipt of radioactive materials was obtained prior to 
shipping radioactive material outside of the Lilly Broad Scope license. 
Confirmation of receipt was not requested at the time and is not available for 
transfers to other licensees. 

 
• For any material dispositioned as radioactive waste, a copy of the radioactive 

waste manifest and documentation confirming that the recipient waste facility 
was authorized to receive such materials. 
 
All radioactive waste was processed in keeping with waste programs and 
procedures under the Broad Scope license. 

 
 

3. Most recent leak tests for sealed sources used or stored at the Greenfield, Indiana 
location of use under the license including: 
 

• Date of survey, name of individuals conducting the survey, and survey results. 
 
The last leak test for the 63Ni ECD source noted in the response to question 2 
was completed on November 22, 2013. A screenshot of the database information 
for this leak test including the information requested is attached. 
 

• Description of any history of leaking sources OR confirmation that there were no 
leaking sources, under the license, at the Greenfield, Indiana location of use. 
 
There were no leaking sources at the Elanco Headquarters location listed on the 
license.  

 
 

 



  

 
4. Final survey results for an areas where radioactive material was used or stored under 

the license – at the Greenfield, Indiana, location of use - including: 
 

• Date of survey, name of individuals conducting the survey, and survey results. 
 
Addressed in item 6 below. 
 

• Description of instrumentation used to conduct the survey including calibration 
data. 
 
Survey meter calibration and efficiency forms are attached.  A database 
screenshot that provides calibration information is attached for one meter as the 
paper record is in off-site storage (it can be retrieved if needed).  

 
Liquid scintillation counter results are attached to each survey. 
 

• Map of the area for which surveys were provided, including numbered locations 
keyed to the survey results. 
 
Maps of the lab and areas surveyed are included with the attached surveys. 

 
 

5. For any items (1 through 4) above for which you are unable to respond in full, please 
provide an explanation as to why the information is unavailable or otherwise cannot be 
provided with your response. 
 
N/A 
 

6. Please provide a brief description of any decommissioning (disposals, area surveys, 
dismantling, etc.) conducted in the referenced facilities, as applicable.  

 
Comprehensive surveys were performed during closeout of labs A117 and A116. Initial 
surveys and final survey are attached with highlights of additional surveys showing 
decontamination progress noted below. All dpm values listed below should be read as 
values per 100cm2. All work and surveys were conducted by or under the direct 
supervision of a radiation safety staff health physicist. 

 
Survey 1 June 27, 2014 (attached): Initial scoping surveys of lab A116 and A117 

• A116 results showed no contamination.   
• A117 results showed results above 200 dpm on  

o 2 wall locations (216 dpm and 589 dpm) 
o 5 locations inside the balance enclosure (6936 dpm to 304 dpm) 
o 1 location on the ventilation grid (916 dpm). 

 



  

Survey 2 July 8, 2014: Survey after decontamination of areas listed on survey 1 and 
removal of the ventilation grid as rad waste. 

• All locations in Survey 1 showed no contamination 
• New survey of ventilation recess after grid was removed  

o 5 locations (3257 dpm to 278 dpm) 
 
Survey 3 July 21, 2014: Survey of balance enclosure after filter was removed and 
disposed of as radioactive waste. 

• All results showed no contamination 
 
Survey 4 July 21, 2014: Survey of roof and orbital strobe; survey of ventilation recess 
after cleaning locations in Survey 2. 

• Results showed no contamination on roof or orbital strobe  
• Results of ventilation recess showed no contamination  
• Results of flex duct prior to removal to rad waste (1049 dpm) 

 
Survey 5 July 30, 2014: Survey of ductwork in A116 (holes cut in both ends of 
ductwork to allow access for wipe tests). 

• Results showed no contamination (99 dpm max) (*note this section of 
ductwork was removed as rad waste on October 6, 2014) 

 
Survey 6 October 6, 2014: Removal of all ductwork in A117 and A116 going back to 
main connection point outside of A116 as rad waste. 

• Results of survey main line showed no contamination 
 
Survey 7 October 10, 2014 (attached): Final confirmatory survey of A117 after all of 
the ductwork and balance enclosure was removed. 

• Results showed no contamination. 
 

 
 
 



Final Leak Test Record from Database 
(paper record in storage) 



Database Record of Survey Calibration for Meter 
27797 (Paper record in Storage) 



Survey Meter Calibration for Instrument 27796





Survey Instrument Record for Instrument 27799





Elanco Headquarters 

Building A Room 117 and 116 Maps 

 



Survey #1a: Initial Scoping Survey of Lab A117













Survey 1b: Initial Scoping Survey of A116









Survey 1c: Initial Scoping Survey of A116 cont.







Survey #7: Final Confirmatory Closeout Survey of A117







Song, Taehoon 

From: Forster, Sara 
Sent: Monday, January 14, 2019 6:03 AM 
To: Pavon, Sandy; Song, Taehoon; Sandrik, Lauren 
Subject: FW: RE: Additional Information Request concerning Eli Lilly and Company, NRC Lie. No. 

13-01133-02, CN610300 
Attachments: NRC Amendment 71 Response and Additional Information Jan 2019.pdf 

Please scan in the additional information (attached) and return to me. Thank you! 

Sara Forster 

From: Trenton L. Mays [mailto:t.mays@lilly.com] 
Sent: Friday, January 11, 2019 2:41 PM 
To: Forster, Sara <Sara.Forster@nrc.gov> 
Cc: Trenton L. Mays <t.mays@lilly.com> 
Subject: [External_Sender] RE: Additional Information Request concerning Eli Lilly and Company, NRC Lie. No. 13-01133-
02, CN610300 

Hi Sara, 

Please find the additional information requested below in the attached documents. Feel free to give me a call for 
clarifications to any of the information provided. 

Thanks! 
Trent 

Trenton L. Mays, M.S., CHP 
Radiation Safety Officer 
Manager, Radiation Safety, Env Risk Assessment and Global Hazcom 
Eli Lilly and Company 
Lilly Corporate Center, Indianapolis IN 46285 U.S.A. 
+1 317.276.2747 (office) I +1 317.601.8998 (mobile) 
t.mays@lilly.com I www.lilly.com 

CONFIDENTIALITY NOTICE: This email message (including all attachments) is for the sole use of the intended recipient(s) and may 
contain confidential information. Any unauthorized review, use, disclosure, copying or distribution is strictly prohibited. If you are not the 
intended recipient, please contact the sender by reply email and destroy all copies of the original message. 

From: Forster, Sara <Sara.Forster@nrc.gov> 
Sent: Wednesday, December 19, 2018 12:22 PM 
To: Trenton L. Mays <t.mays@lilly.com> 
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Subject: [EXTERNAL] Additional Information Request concerning Eli Lilly and Company, NRC Lie. No. 13-01133-02, 

CN610300 

EXTERNAL EMAIL: Use caution before replying, clicking links, and opening attachments. 

Dear Mr. Mays: 

We have reviewed your October 12, 2018 letter (NRC Accession No. ML 18296A252) requesting to remove the 
Elanco Animal Health, Greenfield, Indiana, location of use from the referenced license, and to authorize your 
release of the referenced location for unrestricted use. Upon review, we have determined that additional 
information from you is still needed for our office to complete our review of your request. 

Under 10 CFR 30.360), the licensee is required to submit a completed NRC Form 314 (or equivalent 
information) certifying the final disposition of all licensed material and attaching copies of closeout surveys, as 
they are reasonably available. As of the time of your request, it is our understanding that the licensee -
historically - has used or stored radioactive materials at the Greenfield location of use. Accordingly, at a 
minimum, it appears that the NRC Form 314 together with supporting information, relative to the final 
disposition of the Greenfield facilities, is needed to complete our review. 

To facilitate our continued review of your request, please provide additional information - via a signed and 
dated cover letter and resubmitted supporting information - as noted: 

1. NRC Form 314 for the Greenfield facility, signed by you or other duly authorized individual; 

2. Final disposition of all licensed material used or stored at the Greenfield location of use including: 

• History of radioactive materials use at the licensee's facilities (e.g. unsealed carbon-14, sealed 
sources and any other radionuclides, as applicable) including for all areas where radioactive 
material was used or stored. (Please indicate each radionuclide, form, and maximum quantity 
possessed in each area - or in the building - under the license, as well as the dates on which 
such radionuclides were used or stored.) 

• Last date material was used at the licensee's facilities, including the building overall and for 
each room where radioactive material was used. 

• Last date that material was stored at the licensee's facilities. 
• For any items disposed of via decay-in-storage, confirmation that radioactive materials labels 

were removed and container surveyed prior to disposal. (Please indicate the final disposition 
date for any such waste removed from the referenced facilities.) 

• For any material dispositioned via return to the manufacturer or transfer to another radioactive 
materials licensee, a letter confirming receipt. 

• For any material dispositioned as radioactive waste, a copy of the radioactive waste manifest 
and documentation confirming that the recipient waste facility was authorized to receive such 
materials. 

3. Most recent leak tests for sealed sources used or stored at the Greenfield, Indiana location of use 
under the license including: 

• Date of survey, name of individuals conducting the survey, and survey results. 
• Description of any history of leaking sources OR confirmation that there were no leaking 

sources, under the license, at the Greenfield, Indiana location of use. 

4. Final survey results for an areas where radioactive material was used or stored under the license - at 
the Greenfield, Indiana, location of use - including: 
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• Date of survey, name of individuals conducting the survey, and survey results. 
• Description of instrumentation used to conduct the survey including calibration data. 
• Map of the area for which surveys were provided, including numbered locations keyed to the 

survey results. 

5. For any items (1 through 4) above for which you are unable to respond in full, please provide an 
explanation as to why the information is unavailable or otherwise cannot be provided with your 
response. 

6. Please provide a brief description of any decommissioning (disposals, area surveys, dismantling, etc.) 
conducted in the referenced facilities, as applicable. 

Please provide the requested information within 14 days of this message (on or before January 3, 
2019). Include a signed and dated cover letter transmitting your response. Submission of your response as a 
pdf file attached to an email or via facsimile will allow for the quickest processing. Please call or email me with 
any questions you may have, or if you need additional time to respond. Thank you for your prompt attention to 
this matter. 

Sara A. Forster, Health Physicist Licensing Reviewer 
U.S. Nuclear Regulatory Commission- Region III 
Division of Nuclear Materials Safety 
2443 Warrenville Rd. - Ste. 210 
Lisle, IL 60532-4352 
sara.forster@nrc.gov 
Direct: ( 630) 829-9892 
Facsimile: (630) 515-1078 

"\~U.S.NRC 
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