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.t$l Sterigenics. 
April 25, 20.16 

I 

Via Electronic'Submittal to Docket'ID NRC-2015~0109 

Cindy Bladey 
Offi~~ of Administration 
MaiLStop~ OWFN~.12~Hoa 
U;S. Nu.clear .Reg1Jlato~y Commission 
Washington, D.c;, 2055~-00Q1 

/ 

· Re: ·comm.ents ori the Physi.c.al 'prp~e~io" of Category'l and Category 2 Quantitie$ of 
Ra~iQ~cti~e Ma~erial (Docket ID No. NRC-2015-"01091 · .. . 

Qear Ms. Bl1idey: 

Sterigenics International ~.LG ("Sterigenics''):app.reciates the opportunity to c;omm·el'lt bn the l,J;S. Nuclear 

Regulatory Commiss_ion: (NRC) secui::itY reg~le1torv reqi;iirements cc:>ntained in 1Q,CFR part 3Tand.its: 

rguidance doct.1ments. 

Sterigenicsis oJle 9f the :World's: largest .contract steriliza.tion companies~ We have47'global contract 

sterilization ·facilities and utilize;four·different. typ¢s of sterilization .te'chnplogies .to treat. medical and 

fo.od·p,roducts, TheseJ~cl:ino!ogjes·include.ethylene oxide.processing, cc)b;\llt gam,111a radiation, ele.ctron:­

beil!ni radiation, and x~ray radiation. WitlJ our·~ol:!.altgariiina. raelja.tion technology; we sterilize medica.I 

device and .!iharma_ce!Jtical proc;lup:s as well;as ·reduce ttle:bioburden on ,s_pice;and other foc;>d products. 

'Spme.of the medical device and pharmaceutical pro(fl!ets. tbi3t we: t'"e~t:with gamm·a. radiation can only. 

be sterilizedwith garnm13 ra diatic)n .Process(tJg, S.Wi.tching. to: ·an alterna.te ·steriiizatiOJ) te~tjnology could:. 

c0mpromise the produ~'s integrity or.sterility assur:ance. Gamrna·ra'diatiqn sterilizationcplays,.a C:ritiC:~.1 

role in protecting::public healJl:i W.itl:lthe safe and' efficient de livery. pfsterile medi¢al d~vic;:es 'and 

Ph.~tmaceutical productstothe medlca.1 cor:nmu.ni.ty, 

First; we·would 'like to express·our.slr:icere,appreC:iatib.n 'for the efforts tnat th.e NRC ha.s ·put in.to ·the Part 

37 regulatorv proces.s'. We think it' has gone a long.w.i:iytoproperly sec:.ure the, transportation and use of' 

radioactive·materials. 
. I 

Next, we woul~ like tp submit cor:nrrients on.the overall effective:ness ~nd Cl.$rlcy. ()hhe N~C 
·re_qu!rements for security measures to,produ~ categorv i:ahd category 2 ·sources-.of radioactive 

materials as request¢,d. ·F()ll()wiflg are some comments on th~· regulatory'r,eq·4rrernents contained'.in 10 

CFR part 37i 
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• Having multi" pie Or_ders was:s9n;ewhat·c9hfusihg· for licE!nsees.: Although .toe new Part 3"? · 
regulation is extrerriely.comp·reherisive_ and ch'allel)gir:ig t_o wa_cf_~Hhr'Ough, the •"tE!W-r.egul_~ti()l'J.S 
ju-stifiably codify the previous ·orders. The: regulations cover a. muitituc;!e. oft(>pi~"rangl'!1g fror:n 

,Backgroun_d-lnvestigations-..:sest Security Practices, Access.Authorization, Pliysical Protection', 

'Prote_ctibn inTr;;ilisit,. Recordkeepin~;,-e.tc; Some areas se_er:n to _be non-,definitive-and open to 

person;:ii interpretati()ri_ (i_~e_. the app_lica~l_e _req1,1h'emen~ for "continuous physical bar'riers"); 

• the Personnel Background Investigation-process req!Jlreg UIJderthe heW-~egul'!ltion is extremely 

comprehensive 'and. requires extensi've:training fQr th·e;''B¢viewir1g .Offici~!s" ,to'E!nsure 

compliance; is bein,g met. 

• The Qew requirerne_nt fQr personnel background investigations to 'be: re·-conductecf.ever:y ten 

years.ispr()b_ably~warranted;_'butadds another regulatory,t:ompliance burden .to .the licensees. 

•" Withouta·n irtdtis~ry sta-ndard, the i!:ili>leme!itatio_nQf.a detection system capable ·of detecting ,. . . - ... , . . . . . . . . 

·unauthorized: removalof material from,tlie secu'ritY zones has: bee_n expen$ive~ and.very corn.plex: 

to •coordinate and implement/Overall, however, th.is has be¢r;i. a g·ood upgra~e to_ overall 

se·cur:ity~ 

• The requirement for each licensee'. to ,coordinate an annual meeting With the LLEA isjustifi~c;f 

given the P,Qtential threatstha't exist in transporting, storin'g :arid using:.tategory i rad.i9act_ive 

mat~rials. Improving rout_ine communications- between the licensee and the UEA 'is a sirnple· 
' - ' 

defen_se. tactic:thClt most licensees can easily implement'intotheir:security program . 

• , The cor:i\(ersion t_o "Off_icial Use_ Only'~ security :related documentati<>"n .ha·s been a welcomed. 

improvemel'lt for lice.nse.es• The· '~Official. Use OIJIV" designation ofsecurity related_ 

documentC!tion w!U ir'r\prove communications between authorize_d staff:mer:nbers,while 

retaining ~I'! 'apprQprjate leyeJ'of s_ecurity for information that must be conveyed:·to. personnel. 

:FOiiowing a re·some comments on_ th_e'-usef~tnes,s of t_he·.gui:cla nee .documents for ,lQ CFR Pa rt 37:: 

·~- - NU,R~~ 2~-~.5 Jlr:npleme.ntation Guida nee: for 10· CFitPart 31, .~'Physica-1.Protection of Category t 

~n_d Cat~gory 2.Q~antities;0,f Radioactive Material"-) wnfound to be most informative and 

useflil fQ!" l:>reaking ,d_own eacli re~ulati.on .. by.spe~ific subsection. Terr:nino_logy definitionund .a 

brief explanation·ofea~h 'RuJ~ are. pr.0,vjded, with_ specj_fic Q&Ns:coverin_gthe, Rule:and the· 

applieation to vad~us fypes of lice.ns~es . 

. , fl!UREG 21Q6 (.Physical' Security Best Practices· for the i:>roteetion ofRisl(Signifjc~ht Re1di.oa¢t.!vl:l 

Ma_terial)was fo.und to be·an extremely useful'documentfor providing ·guidance iri devel(>ping 

th'e facili.tV 5pedfic Se_cy~ity Plan .requlr~d underthe-regulatfon. The.document is easy to 

unde'rstand, pr,ovid~s -1~best pr.actices" for regulat<>ry: compliance and is categorized for 
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applicabilityto• the. variqus type~ pf licenses. wwas extremely helpful for:m:ensees.to better 

·impr:ove their facility securit•{prograr:n. 

Sterigeriics appredates the opportunity to comment on the regulatory :requifemehts in· 10 :tFR\Part 37. 
If you ,have any ·questions or require additional inform·ation, please do not hesitate to contact me at 

(630)~28-i758·or by e~mafl·at khoffman@-stefigehics.corn~ 

Sincerely, 

!(athle~n A. Hoffman· 

S~nior Vice Pre~id~n.t~ G.lobal Envfronmental, Health.& .Safety 


