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U.S. NUCLEAR REGULATORY COMMISSION 

CONVERSATION RECORD 

NAME OF PERSON(S) CONTACTED OR IN CONTACT WITH YOU DATE OF CONTACT 

Stanley D. Hampton, M.S., Radiation Safety Officer 10/2112014 

E-MAIL ADDRESS TELEPHONE NUMBER 

shampton@lilly .com (317) 276-7862 

ORGANIZATION DOCKET NUMBER(S) 

Eli Lilly and Company 030-04330 

LICENSE NUMBER(S) CONTROL NUMBER(S) 

13-01133-02 584695 

SUBJECT 

Our review of your amendment request dated August 27,2014 

SUMMARY AND ACTION REQUIRED 

DATE OF SIGNATURE 

10/21/2014 

TYPE OF CONVERSATION 

DE-MAIL 

0 TELEPHONE 

D INCOMING 

0 OUTGOING 

We have reviewed the above referenced license amendment request and find that we are unable to continue this action until we have 
received additional information noted below. 

Direct any questions you have to me at (630) 829-9892 or sara.forster@nrc.gov. 

Submit requested information within 14 days of this record, referencing Control No. 584695, as listed at the top of this memo. Please 
FAX your response to my attention at ( 630) 515-1078. You may also scan your response and send to me via email, as a pdf file. 
Include a signed and dated cover letter with your response. 

As discussed, we expect to receive your written response on or before November 4, 2014. 

ACTION REQUIRED (IF ANY) 

For non-routine maintenance operations (e.g., installation, initial radiation survey, gauge relocation, alignment, and removal of a 
gauge from service) to be performed by James Natalie, please provide additional information as requested in NUREG 1556, Vol. 4, 
Appendix N (copy attached for your reference.) At a minimum, information submitted should include: 

(i) a description of the ~pes o,hyork, maintenance, cleaning or repair activities to be performed that involve installation, initial 
radiation survey, gauge relocation, alignment, and/or removal of a gauge from service; 

(ii) a description of Mr. Natalie's training and experience, consistent with non-routine operations to be performed and training 
requirements described on page N-2 (attached); and 

(iii) procedures for non-routine operations as noted on pages N-2 to N-3 (attached). 

NAME OF PERSON DOCUMENTING CONVERSATION 

Sara A. Forster, Materials Licensing Branch, Region III Office, 2443 Warrenville Road, Suite 210, Lisle, Illinois 60532 
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S. Hampton Conversation Record (continued) C/N 584695 

APPENDIXN 

Information Needed to Support Applicant's Request to Perform 
Non-Routine Operations 

Applieant5 5lmttld revie~ the 5eetieJn in thi5 deJettment eJn "Maintenance," ~hieh di5ett55es, in 
generttl, lieett5ee respeJnsibilities be'Mre nny mttitttenanee en repttir is perfunned. 

~(eJn r eJ ntine eJper tttieJns inelttde instttlltttieJn eJfthe gttnge, initittl r ttditttieJn sur v ey, r epmr eJI 
mttintenttnee inveJlving eJI peJtetttittley ttffceting eeJmpeJnents, inelttding eleetreJnie5, relttted teJ the 
rttdieJleJgiettl sttfct, eJfthe gttnge te.g., the seJmee, seJttree heJlder, seJttree drive mechanism, shtttter, 
shtttter eeJntreJl, eJI shielding), gttttge releJetttieJn, repltteement, and dispeJsm eJf settled seJmees, 
ttlignment, r emeJ v ttl eJf tt gttttge fi eJm ser v iee, and mty eJther tteti v ities dttr ing vv hieh per seJmtel eeJttld 
receive rttditttieJn deJses ex:eeeding ~fR:C limits. See Fignre 8.9. 

Any neJn mmmfttettlr er/neJn disti ibttteJr sttpplied I epltteement eeJmpeJnents eJI pm'ts, eJI the nse eJf 
mnterittls (e.g., lttbriemtts) eJther thmt theJse specified eJI reeeJmrnended by the mmmfaetttrer eJr 
distribttten need teJ be evmttttted teJ ensttre thttt they deJ neJt degrttde the engineering snfct, anttlysis 
pedbrmed ttnd tteeepted tlS pmt eJfthe device tegistiMieJn. Licensees mseJ need teJ ensttre thttt, 
ttfter mttintentt~tee eJI repnit is eeJmpleted, the gnttge is tested ttnd fttnetieJns ns designed, before the 
ttnit is retnrned teJ teJtttine ttse. 

IfneJn teJtttine eJperntieJns me neJt performed pteJpetl)' vvith ttttentieJn teJ geJeJd rttdintieJn sttfet)i 
pr ineiples, the gnttge mtt)' neJt eJper nte tts designed and per seJnnel per fonning these tttsks eeJttld 
receive rttdintieJn deJses ex:eeeding NRC limits. RttdieJnttelides ttnd ttetivities in fix:ed gnttges lttry 

~ideey. Fen illttstrtttive pttrpeJses in less than eJne minnte, ttn ttnshielded eesittm 137 seJnree ~ith 
an ttetivit)' eJflOO rnilliettries ean deliler 0.05 Sv (5 terns) teJ tt ~eJtket'5 hands eJI fingers (i.e., 
ex:tremities), ttssnming the ex:ttemitie5 me l centimeter tieJm the 5eJttree. IleJ~ever, gttttges em 
eeJntmn seJttrees eJfeven higher ttetivities ~ith eeJnespeJndingly higher deJse rtttes. The thtesheJld 
for ex:tremiey meJniteJring is 0.05 Sv (5 rems) per )'em. 

Thus, applicants wishing to perform non-routine operations must use personnel with special 
training and follow appropriate procedures consistent with the manufacturer's or distributor•s 
instructions and recommendations that address radiation safety concerns (e.g., use of radiation 
survey meter, shielded container for the source, and personnel dosimetry (if required)). 
Accordingly, provide the following information: 

Provide additional information as noted: 
·Describe the .. ~ of work, maintenance, cleaning, repair that involve: 

•· htstallati~. relocatio14 or aligmnettt of the· gauge 

• CeJmpeJnents, inelttding eleetreJnies, relttted teJ the rttdieJleJgiettl sttfct, eJfthe gttnge (e.g., the 
seJtttee, seJttree heJldet, seJmee drive mechanism, shtttter, shtttter eeJntieJl, eJt shielding) 

• Repltteernent and dispeJsm eJf settled seJtttees 

• Removal. of a gauge :li'om~ce 
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S. Hampton 
APPENDIXN 

Conversation Record (continued) C/N 584695 

• A potential fur any pottion of the body to come into contact with the primary radiation 
beam; or 

• · Any other activity during which personnel could receive radiation doses exceeding NRC limits. 

The principal reason for obtaining this information is to assist in the evaluation of the 
qualifications of individuals who will conduct the work and the radiation safety procedures they 
will follow. 

ftt lieen~ee mey initi~Hy mcnmt ~ gmtge, \l\i ithottt ~eeifie NR::E or fttgt eement StMe mtthor t2!:Mion, 
ifthe gmtge'~ SSD Eertifieate e;q>iieitly perntit~ mottnting ofg~ttge~ by tt~er~ md ttnder the 
folio \l\i ing condition~. 

0 The g~ttge rntt~t be nt(')ttnted ~eeording to \l\iritten in~ttetion~ provided by the mmttfaetmet 
or di~tt ibtttor, 

0 The gmtge mtt~t be mottnted in~ :l:oeation eornpatib:l:e \l\itth: the "Eondition~ ofNormm B~e" 
md "Limit~tion~ mdtor Other Eon~ideration~ ofB~e" in the eertifieate ofregi~ttMion i~~~ed 
by ~~R::e or m Agreement State, 

0 The on-offrneehmti~nt (~htttter) mtt~t be :l:oeked in the offpo~ition, if~plie~le, or the ~ottree 
nm~t be other \l\i i~e fttHy ~hie:l:ded, 

0 The g~ttge rntt~t be reeei~ed in good condition (p~ek~e \l\i~~ not dmn~ed), mtd 
0 The g~ttge rntt~t not reqttire m:y modifieMion to fit in the propo~ed location. 

Momtting doe~ not ine:l:ttde e:l:eetriett:l: eornteetion, neti~ation, or opertttion ofthe gmtge. The 
~ottree rnnM rernairt fttlly ~hie:l:ded md the g~ttge mey not be tt~ed mtti:l: it i~ in~t~Hed md rn~e 
opetMion~l by tt per~on ~eeifiemly iieen~ed by the Eormni~~ion or m Agreement StMe to 

perfunn ~tteh opetMion~. 
'' For Mr. Natalie, please prov1de add1t1onal trammg and expenence or descnpt1on of submitted training 

• IdentifY who will perform non-routine operations and their training and experience. class; i.e., show it is 
Acceptable training would include manufacturer's or distributors courses for non-routine equivalent to a 

operations or equivalent. manufacturer's or distributor's course, including hands on experiece. 

• Submit procedures for non-routine operations. These procedures should ensure the following: 

- doses to personnel and members of the public are within regulatory Umits and ALARA 
(e.g., use of shielded containers or shielding); 

- the source is secured against unauthorized removal or access or under constant 
surveillance; 

- appropriate labels and signs are used; 

- manufacturer's or distribUtors instructions- and recommendations are followed; 

- any non-manufacturerlnon-distributor supplied replacement components or parts, or dte 
use ofnwerials (o.g.,lubricants) other than those specified or recommended by the 
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S. Hampton Conversation Record (continued) C/N 584695 

APPENDIXN 

matni~er or distributor are evaluated to ensure that they do not degrade the 
enginCJiing safetY analysis performed and accepted as part of the device registl'ati®; and 

-· befo~ being retumed to routine use, the gauge is tested to verify that it functions as 
designed and source integrity is not compromised. 

• Ccmfitm that individttal~ perfunni1tg non-tontine opetation~ on g<'ttlge~ il\iill il\iCC'll both il\ihole 
bodjo and exttemiey monitoting device~ ot petfOim a pto~eetive evaluation dernon~ttating that 
tttnnonitoted individttal~ petfmnting non=toutine operation~ me not likelji to teeeive, in one 
jiCC'll, atadiation do~e in exec~~ of 10% of the alloil\iable limit~. 

o Veticy po~~e~~ion of at leMt one ~tveji in~ttmnent that meet~ the etitetia in "Radiation Safcey 
Ptogtam In~ttument~ in NUREG 1556, Yol. 4, 'Con~olidated Guidance about Material~ 
Lieen~e~. Ptogtam Specific Guidance about Fixed Gauge~ Lieen~e~,' dated Oetobet 1998." 

o De~etibe Mep~ to be takert to en~ttte that tadiation level~ in mea~ il\ihere non tontine opetation~ 
il\i ill take plaee do not exeeed 1 0 CFR 2 0.13 0 1 limit~. Fot exC'llllple, applicant~ ean do the 
follo"W ing. 

eonnnit to petfonning ~ttl vC)i~ il\iith a ~ttl veji in~ttument (a~ de~eribed above), 

~eeify il\ihete mtd il\ihen ~~ vCJi~ il\iill be eondtteted dttting non toutitte operation~, C'llld 

commit to maitttaining, fm 3 JiCC'll~ from the date ofthe ~ttl vey, teeotd~ of the ~ttl veji (e.g., 
"Who perfmmed the ~ut veji, date ofthe ~ttl veji, in~ttument tt~ed, mea~ttted tadiation level~ 
ecmelated to location of those measutements), a~ tequited b"y 10 CFR 20.2103. 
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Forster, Sara 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Dear Mr. Hampton, 

Forster, Sara 
Tuesday, October 21, 2014 2:41 PM 
'shampton@lilly.com' 
Additional Information Request for Eli Lilly and Company, NRC Lie. 13-01133-02 
03611.584695.13-01133-02 telecon signed.pdf 

See the attached file for additional information needed to complete the review of the request to add non-routine 
gauge maintenance activities authorization for James Natalie for NRC Lie. No. 13-01133-02. Note that the 
attached conversation record requests additional information by November 4, 2014. Please call me at your 
earliest convenience to discuss this request. Additional guidance may be found in NUREG 1556, Vol. 4, 
"Program Program-Specific Guidance About Fixed Gauge Licenses," which may be found at: 

http://www.nrc.gov/reading-rm/doc-collections/nuregs/staff/sr1556/v4/. 

Submission of your response as a pdf file attached to an email or via facsimile will allow for the quickest 
processing. Do not hesitate to call me with any questions you may have, or if you will need additional time to 
complete your response. 

Sincerely, 

' 
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 

~U.S.NRC 
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