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480.001: Purpose 

The PUlpo"" of 1:05 CMR 480.000 is to set forth minimum require.ments for the ~torago, 
treatment. disposal and transporta.tion oftnedlcal or biological waste, 

480.002: Authority 

105 CMR 480.000 is .dopted underauthorily of M.G.L. c. 94C. § 27A, pud c. 111, §§ 3, S 
and 127A. 

480.003: CilatinD 

IDS CMR 480.000 shan be known and may be cited as, 105 CMR 4110.000: Minilnulh 
Requiremenls/or II"Managemenla/Medical orBiologicalWasle (Stale Sanitary Code Clwpler 
VIII). 

105 CMR 480.000 sh.U apply to aU generators of medic.l or blologioal waste and Sharps 
Colleellon Centers established for the sole purpose of collecting ,hnrp. pursuanl to 
M.GJ_ c. 94C, § 27A, and shall.lso apply to home ,harps, lml nat otb..·rwasle generated by 
rosldenl8 at privllIe dwellings. 

4S0.01O: Definitions 

Affiliated GeneralPI'. An associated, professional enillyincluding a buRiness partner, colleague 
or sub&1dlD.t)' thnt generates medical or biological waste. 

APproyed Incineration Faeility. A facility approved and elassil1cd by the Mru;sachusetlS 
J)cpm:tment oflJrtviromnental Protection for incineration of waste or an out-of-state incinerator 
appt'oved for incinorntlon of waste by tbe appropriate rcsulalory agency. 

.lloariUlfHe!l!!h. The appropriate and legally designated health IWthority of the city, town, or 
other legally constituted governmental unit within thc Commollwea!tll hlIvlng the usnal powern 
and dULle, of the board ofheBlth of a city or town its authorized agent or repre.o;en!al;ve. 

( 
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105 CMR: DEPARTMENTOFPUBUCHEALTH 

480,010: continued 

BSL L 2. 3 and 4. Bjosafety le.vela c.ornprised of combinations. of laboratory practices and 
techniques, safetyequipment1 and laboratory facilities spedficallyappropriatc foJ:' the operations 
performed, the. documented or sllspectedroUles ilUd ease ofh'o.nsmission of the infeclious agents 
nsed, the stwerlry of the disease, and the laboratol), function or activity conducted aeeording to 
lbe U,S, Departmenl of Health afid Human Services publications, Siora/ely i"Microbi%gica! 
<mdBiomedicalWborotories, and theNTfl GuJd,/i,"'s/or R<lI1earch InyolVlng Recomb/nan/DNA 
Molecules, 

Ch.al.l~ge Testing. Quality control te51ingconducted during nandan! operating cm~dlfions. using 
a pre-determined biological indicator, to ve.rify t)le effectiveness of approved disInfection 
methods for the treatment of medical or biologJcilJ wa.o;.tt;", 

Depal'!:menL Ma.,achus•.tts Depilllrnent of Public Health 

Disinfection. The reduction in level of microbial eontamJnatlon. 

Generator. See Waste Generator 

Home Shams illS). All spentnon-commeldolly generated, hypodennic needles and lancets thal 
have been used or are not in their originall intflCl and sealed packaging and that result flOm 
personalllse or from pets at aresidence or outside the home. The term Home ShaJIls does not 
inclllde needles or lancets generated by horne health. aides, visiting nurses, or any other person 
providing a professional service In a private residence, 

rnc1nerate/IncineratiQn. The conttolled flame combustion of tnarerials in an enc.losed system to 
the.nn.ally break down and re·nder the WDste noninfecdous. 

I11tennevt Burial in a cemetery. 

lStAA'IT. The Intemational Society all Analytical Analys;, of 'rreotmenl Technologies 
(formerly the State and Territorial Association on Altemative Treatment Tocilnologies 
STAA1'r), or i18 successor, eomprised of a group of state ODd international regulators, us well 
as other eXpert!>, which reviews and publishe.'l guidance doeuments related to medical waste 
treatment technologies. 

Kiosk A secured, ]eak.~proot lueptacJe or collection drop box, the contents of which are 
inacce8SIble to Unauthorized personIlel. designed to wmpornrilystore approved sharps containers 
prior to piekup and transportation for lIealment In aeconJance with 105 CMR 480.000. 

Medica! and Biological Waste AUemaliyo Treatment Review Group IMBWATl. An advisory 
group, ostablished by Lhe Department, which is comprlsed afDepartmen( and Local Board of 
Health. staff find, at the d.iscretion of the Department, industry expertB. that meets a1 a rnir.imum 
annually to r~vjew alternative metbods of treatment, storage or disposal of medica] and 
biological waste alld related issues. 

Medical or BIologkal Waste. Waste that because of its characteristies ml1Y cause, or 
sjgnificantIy contlibute to, an i[]crease in mortality OJ: an inere&Se in serious irreversible or 
Incupacitatlng l"Bve-rsible illness; or pose a substnntlal present potential ba'l,ard to human health 
or the environmenl when improperly treated, stored, transported] disposed of, or otherwise 
managed. 

Tbefollowing twos of w"" '" are idenrilied .nd defined as medical or biologieal WMLc. and 
shall be SUbject to the requirements of 105 C'.MR 480.000: 

(1) !l]QQd and Blood Prodncts, Discarded bulk human blood and blood products in free 
draining, liguid state; body fluids eontmtinated with visible blood; and materials 
saturatedldripping with blood. BloodProuuets shall not include; feminine hygiene products. 
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480.0\0; continued 

(2) Pathological Waste. HUmnn analomicn parts, organs, tissues and body fluids retnDYod 
ond discarded dnring SUIgeJ}', autopsy. orotbermedicnl or diagnostic procedures; specimens 
"fbody fluids nnd their cont.iner.,; and discarded matorial saturated willi body fluids other 
than urine. Pathological wasle shall not include.; Teeth and contiguous grruclUJ'es of bone 
without vjsibJe th;sue, nasal se\.-'"letions, sweat, sputum, vomit, urine, or fe.cul nlatedals that 
do not contain -visible blood or involqe confirmed diagnosm of infec::tiou.ll discu.se. 
(3) Cultures l!l)d Stocks of Infectious Agents and Associated Biologicals. All discarded 
cultures and Htocks of infectious agen1s ond ;>iSSOciBted biologicals, including culture dishes, 
and devices used 10 transfeI1 ino\...'"ulate. and mix cultures. as wen a.~ discarded live und 
atlenuated vaccines intended fDr human usc, th::ll are generated In: 

(a) Laboratories involved ill basic and applied research; 
(b) laboratories inlended for educational in'lnlction; or 
(c) Clinicallaboriltorios 

(4) Conti!lJlinaOOd Animal Waste, Contaminatcd carcasses, body parI" booy fluids, blood 
or bedding from animals knowrc to be: 

(a) Infecled with agents of the following specific 7.00nollC diseases that are reportable 
to the Massachu.<,etIS D'pallment of Agrieultul'al Re.",urces. Bureau of AnImal Heruth 
pursuant to 105 CMR 300.140: African ,windovcr, Anthrax. Avian influenza - H5 and 
H7 strains and allY highly puthogenie straIn, Bovine spongiform encephalopalhy (BSE), 
BrucellulDsis, Chronic wasting disease of eervlds, Foot and mourh dis-ease, Glanders, 
Ex:oticNewcast]e disease. Plague(Yersiniapestis), QFever (Coxiella bumetti), Scrapie, 
Tuberculom. Tularemia {Frwu:ise/la tulareMsis); or 
(b) Infected wilh dlsea,e' designated by the State Epidemiologist and the State Public 
Health Veterinarian as prellenting a ri.k to hQlnan health; or 

105 CMR: DEPARTMENT OF PUBUC HEAL m 

(c) Inoculated wIth infe<;:tJous agellts for purposes incltlding. but not limited to, the 
proouction of biologi.cllls or pharmaceutical testing. 

(5) ~. Discarded medical articles that may caUSe puncture or cut., including. but not 
limited 10, all needles, syringes, laucets. pen nee<ile., paBteur pipettes, broken medical 
glasswareJplllsticwurc, scalpel blorles, suture needJes. dental wires. and disposable razors 
used in connection with a medical procedure. 
(6) Biotechnology By-product EWuenlll. Ally di.carded preparations, liquid" culture" 
cOl1UJminated solutions made from microorganifHI1S and their products incluwng genetically 
aiteroo living mlcroorgnnism' and their products. 

Medical Wasto Traeking Form A paper or electronic form approved by the Dcpar!m<Jlt th.t 
provides confirmation 10 a gener.tor of receipt of medical 01' biological waste by an off-sile 
treatment facility. 

Parametric Monitoring. Automated equipment that re.cords critical pal'ameters appropriate for 
the trearment proC',e..~s ofrende:rmg medical or biological waste non-infectious including but not 
Hmit'cd to time, temperatuIC, pressure and 'prJ, 

RG 1. 2.3, and 4 Agenls. Risk group leveis resullingfrom the eJ'Bsificadon afthe biohazarduus 
agents based on their association with human disease, and the r('J)ulting severity of the discase, 
aecording to Ihe U.S. Department of HoaIth and Human Sorvices publkations, Bioslffe&y in 
Microbiological and BiomedlcQ!I..,bo ratorie", and the NiH Guid.li"esjorResearch I~volving 
&combilUlntDNA Molecules. 

Recgrd-k"'<l'ingl.Qg. A log book wilh seeUl'cd, consecutively .numbered pages wbkh i. used 
solely for Ihe purpose of keeping WId recording the inform"tion required by lOS CMR 
480.500(B). 

~.Collection Cenler {SCC), An identified site within a community Ihnl 1. established for 
the sole pUl]lose of collecting home sharps putsuant to M.G.I.. c. 94C, § 27A. 

Shipping Pap.". Aform{s) whiohaccomp.n!os malerial ,hipped off-,ill: and containsrelevant 
information, as specified in 105 CMR480.000 WId Federal taz.nlous materiallnmsportation 
laws "and regulations. regarding the material shipped. 

( 
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105 eMR: DEPARTMENT OF PUBLIC lfEALTH 

480.010: continued 

SwaP-spale (Jenera!or (Ssm, A wasto generator, excludiAg home Bh:ll'1'i' lL,ers, Iba, gen""""" 
less th~n 50 pounds ofme!lical or biological waste every 30 days, 

T!o'l!mlmt E&;UUi. The off-,ite facility where medic.l or biclogical WWile i. rendere!l non
infectlous prior to disposal u, ,olid waste, in ,eooromce with M••••c.h.,ctts Department of 
En.iron:menlnl Pwte<:lion regulations cr in tbe case of out-of"l.!e disposal, la llCcorda:o.ee witb 
the appropdnte regul.tory-agency resp=ible iCrSolid waste dlsposill wIthin thllljurlsdiction, 

UnProcessed Liquid l'!l!ho]Qgipal Waste, Whole body fluid" not derived mechanically or 
ehelnic.lly, which are removed and discarded during surgery, autopsy, or other medical or 
diagnostic procedurCs, 

Waste Gener~klr (Oenerator). Any person, corporation, partnership, (Just, association, society, 
organIzed group of pe.rtons, body politic and corporate, public ngertcy, Huthorityl department, 
(lffico iIlld pollt1cal subdivision oftheeOlrunonwealth, tholgenerates medic.lor biologiea\ waste 
exceptho.meahrups and ether waste generated hy residenL' at private dwellings. The lerm "waste 
genel1ltor" shall include but not be limited 10 hospitals, long-telm care (llciHties, labomtories, 
clinics. pbysician', and dentist's office." schools, velerlmrri""., funeral Mmes, bodypierdng and 
body art facmticsJ traurnl] scene responders and borne bealLb agencies provlrling se.rvi'ces in 
private dwolling:l. 

(Al 105 CMR 480.000 shall apply to all medical or biological waste, as defined in 105 CMR 
480.010, and shan be subject to all tbe reguire=ts CMR 490.000 until such waste has boe. 
disposed of In compliance with 105 CMR 4SO.WO. 

(13) The requiren;e"t. of 105 CMR 4S0.000 shall nol apply to medical or biological waste that 
is contained itt II mixture which, dUo to the presence of other materials inclUding but not limited 
to amalgll.lll (mercury) and lend foil, is regulated by either hrul.ardous or radioactive waste laws 
or regulation •. 

(Al All mediClll or biclogicill wastc, except 'harps, sboll be colltained In u primary container 
whieh is a red, fluorescent ormge or oronge-red plastic bag that is impervious to mol_ture alld 
h.. ;ufficiem slrlmJllh to r""i_t ripping, tearing, or bu.l!lting under nonnal conditio!lll of use and 
IHllIdJing,l\od which meel$ the AIIWIiCllll SoeJcty forTostlngMuteriai, (ASTM) standardDl922
OGund ASTM D1709.()4, Each primary container shall: 

(I) Be marJred promiuently with !be universal biohazard waming symDol and the word 
"Hioh~d>l in acontrasting oolor; and 
(2) lie secured So as to preventleakuge l\od 10 l"""lurle loss of contents doring handling, 
.Iol'age, andlor transport. 

(lJ) All areas for on-site .tora~ of ccntuiners o!lJlBdlea\ or biological waste, excluding kiosks 
dedkated for the sole jllUpOse of collecting boIDl> shllrps pmsuant toM,a.I. c. 94C, § 27A, sholl 
be in an Uncllrpelod room or urea witb imperviOUS, cleanable, non..b.orbetlt flooring, used 
exclusively for waste storage. 

(el All on-site ator-dge areas ,haU: 
(1) Ifave prominent signag. indlcaU"g 0., space J. used for the storage of regulated medical 
or biological waste; 
(2) Be designed or equipped ({) prevent UllIlU!boril&d il(!(leSS; 
(3) De designed or loeilted to prnteel the WilSIe ffOIl> the elements and pr""",,! access by 
venninj 
(4) Providesofficl.1lI spuce 10 a\Jowfor clear separation of regulated medical or biological 
w...e from My other w8ste_ wben npl'liCllble; 
(:i) Be adequu!e to accommodnt.e. the volume of regulated medical or biological wa.te 
generated prior 10 rerm>val of WIl..!e for either waste transport off";!. or ",,-';le lleot:nent, 
and 
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IDS CW.R; DEPARTMENT OF PUBLIC HEALTH 

480.1 00, continued 

(6) De maintained such th.at [here is no puttesccnc-e or off-s.ite odors, llsing re.fr.igeradon 
when neeessary. 

(D) Sharps shall be segreg.led from at'>er wastes and aggreguled immediately after use in red, 
fluorescent orange or orange-red [C(.l.kproo4 rigid. pUlleture--resislant, shatterproofcontainers that 
resist breaking under nom"" conditions ofuse and handling, meet ASTM standard F2132-01, 
IUld that are marked prominently with the universal biohazard warning symbol and the word 
"Biohaz-.ard" in a eontrasting color, 

(E) Free draining blood lll\d blood products aod biotechnology by-product efflue.'lI. shall be 
stored at aU times in leakproof c('Inunners that are securely scaled, 

(F) Compactors OT grinders shall not be used to processmcdicDl or biological waste until it has 
been rCl,dered noninfectious and safe for disposal in accordance with 105 CMR 480.150. 

'(GJ All medical or blological waste~ except fromhOJ))e sharp3 users, must be treated Oil-site or 
transported off~site for trcatment at a minimum once per ealendar year. 

18.0.125; Home Sharps 

(A) EffeetiveJuly 1,2012, home sharps, as well as unopened packnges ofhypodermie ncedlcs 
and lancets, .shallnot be disposed of in solid mllnicipal waste j ineluding househoJd WBSte, rmd 
shall be coll",,(ed and disposed ofin .ccordanec with 105 CMR 480.125(8). 

(B) In aecordoncc wi1h M.O.L c. 94C, § 27A, federal, slole aod local agencies .. weIl .., 
b(lsinesses and non-profit organizations may eslnblish shl4"Ps disposal programs which may 
include, but not be limited tOI the fol1owing: . 

(1) A program lor safe, secure home sharps disposal; 
(2) 'Ihe establishment of sharps coUeetioll ecnters located at medical faeilities and 
pbarmi:1cics; 
(3) 'Ih. establishment afshmps collection oonterslocatedit, municipalracilities, including, 
butnot litnltedto, fire stotl.ODS, police slations, and public ooalfuoffices; provided thai sharps 
collection centers ma.y be located at settlOr ccnters only for the purpose of disposing of 
medicruly necessary hypodermic needles; and 
(4) Medical wasle mail-baek pr0gT.ms approved by ti,e United S\aleS PosU\1 Service. 

(C) All mail-b~cl:.Jlrogroms sbull comply with the U"ited States Postal Servic •., New Slurrdards 
for Mailing Sharps Wasle and Other Regulared Medical Waste, 39 CFR Part 111. 

480.135, Sharps COllcctlOll Centers 

(Al A Sharps Collection Center shaH be en idontlfied slt~ within acommunity that eonects Ul1rl 

manage' home SJUlll'S. Operators of Sharp' Collection Centers shall be re.'pon,ible for 
arranging for the ttanSportatiOlI and dispo.al of home sharps pursuaot to 105 CMR 480.I}DO. 

(B) In uecordanoe withM.G.L. e. 94C. § 27A, the operator of a Sharps Coll""'_lon Center shall: 
(1) use only collection containers lhat meel d,e requirements of lh•. U.S. OcclljlationBl 
Safety andHealthAdminiru'ation and the U.s. DeportmentofTronsporMlon and .remarked 
with the international biolnrzard symbpl; 
(2) provide secure nccessible collection containers on site; 
(3) accept sharps from home Shm}lS use},s 1hat are in leak-proof, rigidJ puncture resistant 
and sblltterproof comaincrs; 
(4) pro.... ide appwpriate transfer conbine.rs for home sharps users who fnil to hring t..\eir 
sharps in sultab:e eontainers f-or placement in the eoUcction container; 
(5) have. a written agreetru.m1 wHb a medical waste tran.spoJ'ter providing for regularly 
scheduled waste pickups; Jlnd 
(6) store, handle, transport and l{eat tho ""lIocted waste in ac"ordan"" ",!ct, 105 CMR
480.000, 

( 
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105 CMR: DEPARTh'.ENT OFPTJBLlC HEALTH 

480.135: continued 

(Cl Operators of Sharps Colleetlon Center., excluding kiosk., shall comply with th,. 
rpAju!rements set forth in IDS CMR 480.100(B), (C), (D), (F) and (0); 105 CMR 4B0.200lE); 
105 CMR 480300(A), (B), CD), (E) and (f); 105 CMR 480AOO; 105 CMR 480.425 (A), (E), (C) 
and (D); 105 CMR 480500(A), (B), (C), (H) and (0; as "PplicabJe, 

CD) A kio.,k used as a Scarps Collection Center may he attended or unaucnded, hut 'hall be 
dedicated for the sole pwpose of collecting home sburps pursuantlo M,G.L c, 94C, § 27A and 
sh'ill, 

(I) mectall of the requiremenl> of 105 CMR4IW,135(B)(I), (2), (3), (4), and (5J; 
(2) be marked and ideJJtified as a "Sharps Collection Prop Dox" or with an equlvalelJt 
designation and be clearly labeled with a contact mH:rIC and CUI.eIgcncy contact phone 
number for an individuates) who either has knowledge about the specifk kiosk inc]llding 
emergency responselllfonnatioD, or whQ has immeiliate access La a per~.;o[] who pos,sesses 
such knowledge; 
(3) he conspicuously lobel,,,, with Ihe ;nternational bioh07.ard symbol and thc word 
''Biohazard'' in a eontrasting color; 
(4) be lined with a secondary comalner designed to prevent 'pillage, which meets the 
requirements of 105 CMR 480,300(B)(J), (2), (3), and (4); and 
(5) provide written directions in the appropriate language(s\ if neceRsaryj for tIle proper
deposit of sharps contail1ers, .inr:1uding hut not limited to: 

(a) "No loo... e.nee{ilc.... glass containe~ o[pllperJpla~tic bags"; and 
(b) "Please do no~ le.ave s"hurps containers ontside the kioskl~. 

(E) Alildosk operators shall eomply with Ibe requ itemellts set forth In 105 CMR 480.1 OO(C), 
CD) and (G); 105 CMR 480.200(E); 105 CMR 480,300(A), (BKS), iD), (.E) and (F); 105 CMR 
480AOO; lOS CMR480A25(A), (B), (C) and CD); 105 CMR480.500(A)(3J and (A)(4), (8), (C), 
(R), and (1); as applicable. Kiosk operators with a written agreementfor direct pickup of bOJlJJ> 

sharps by a medical waste transporterin accordance with M,G,L, c, 94C, § 27 A shall be exempt 
from 105 CMR 480,300(F); 105 CMR 480jOO(A)(3); and 105 CMR 480.500(C): as applieabJe. 

(F) All $haljl., Collection Centers ineluding klosks sha11 be inspected by the Board ofHealth 
once priono initial operatIon to ensure compliance with therequiremonlS of!05 CMR 480,000. 

(GJ Dpon tho cotnpletion of the ieitial .inspection, the Boord of Health shall notify the 
Department, within 30 days, oj the local ion, and address of the Sharps Collection Center(s), 
ineluding kiosks, 

(H) '!be DOpIlIL"Tlenl shall maintain n list or all Sh.rps Collection Centers, including kio,lu;, 
located within the Commonwealth, which are established bytheDeparbnenl orreported by local 
health offieials upon completion of the ini ti:d inspection pursuant 10 lOS c,\1R 480.135(E). 

(I) Collection of home sharps at a Sl""l's Collection Center ,hall be the point of generation of 
the waste. The MD.SS8Cbusetts Departmenl uf Environmental Protection may by policy or 
rcgulalion exempt. Sharps Collection Center from the requiretnent•.in310 CMR 16,00 (Site 
AS"ignment for Solid Waste Faciliti,.,) and 310 CMR 19.00 (Solid Waste Management). 
provided that the "POT.,or complies with the requiremcr.ts in !O5 CMR 480.135(A). (B), (C], 
CD), (E) and (Fl, as applicable. 

480.150: Approved DisinfeclionMethods 

(A) The following disinfection methods are approved, subject to any additional ""ndition£ that 
may be specified by the Department, to render medical OJ biologieal waste noninfe-.crlous. 
excludIng palhologJtnl waste and contaminated animal waste which shall be disposed of.t an 
flpPIO'.icdineincration fucility) by inte.rmeJ1t~ (Jr by Wl alternative method appro1.1ed in "wiring by 
tbe Deportment, pursutl1lL to lOS CMR 4BO,200: 

{l) Steam dlsLnfetlionfaurntlaving; 
(2) Chemical disinfection; 
(3) Incineration at an approved ineineration facility; or 
(4) Any otl,cr rnetllod approved in writing hy the Department. 
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105 CMR: DEPARTMENT OFPUBLlC HEALTH 

480.150: continued 

(S) Tho method., which rely On heat ,ball be ev.hlated for onch load Ql' cye!e by using a 
recording thennorneter, thermocouple, pw.'atneI.Ilc monitoring devlce, tbennaI indicator stdp. or 
by an eguivale"t method approved in wdting by the Department. 

(C) For ~Dy wastes that are rendered noninfectIous by cbarnkRl disinfection, rhe chemical used 
.holl be of demorulTared efficacy, as determined by Ihe DepBrlment, against the challenge testing 
target or indicalor organism and registered with; 

(I) The U.S. Environment>.! Proleetion Agency, Office of Pesticide Programs pursuant to 
the I'ederal Jr••ecticide, ['Ungiclde and Rodenticide Act (FJFRA); and 
(2) The Massachu,etts Department of Agricultural Resouroe" Pesticide Bureau. 

(0) All parametric monitorlng equiplllent utilizedin conjunetion witb any apptoveddisiafection 
methods! includingautoclaves, shall be calibrated at aminimum annually, by an individual who 
bas received training from the manufaeturerin the operations nndmaintenanc:e of the e.quiprnent. 

(E) Quarterly qualitative (growth/no growth) biological cltallenge tesling shall be conducted 
during standard operations for all approved disinfection methods inc.;luding auroclaveiS, but not 
incineration, 

(1) Testing sball consist ofspote strips or .retrievoble altom.tive medium approved by !be 
Department, which contain" 1.0 x 10" minimum challenge population of a bacterial indicator 
organism thut is moot resistant to any aspect of the treatnwnttechnology US outline.d in tlle 
most recent medical w.,te U'eatment techuology guidelines established by The State and 
Territorial Association on Alternative Treatment TechnolOgies (STAATD ot [t, succe,"or, 
The Internatlonol Society of Analytical An.lysis of Trelltmellt Technologies (lSlAATT); 
(2) Tooting rnethodologi~s including the number, type lind locations .ball. be in aceorillnwe 
with mallufaetureIll' guidelines and procedures approved by the Depmmenl; 
(3) A anlytical testing re6ults (growth/no growth) should demonstrate • minimum bilCtc<ial 
spore reduction of410g ,,: 
(4) Whon. 4 log " bacteli.l spore reduct/on has notbeen demon.'trnted (re,ults indicate 
bl)eterial growth), an operations and mechanical systems a"e"ment sholl be conducled by 
a quaJificd indi-vidue.1 who has received training from themaIiufncturer in the. opemtions and 
InflintenfIDce of the equipment. Appropriate corrective actions 51m11 be Impletrumted, when 
warranted, including but not lil1lited to mechanical adjustments and when applicable, 
recnlibl'iltlon of aU parametric monitoring device, followed by re-treatment ofthe waste and 
additioual challenge testing to confinn the effeetiveness of any implemented corn:.ctive 
action; 
(5) In accordance with 105 CMR 480.50O(B)(1)(f), the analytical te,t re.sult, shull be 
documented on the required record-keeping log form for medical or biological waste [", ... ted 

( 

on sIte'in conjunctiDn with the. dull) und aU appJicable corresponding process !)f1ramel.er 
=ults. 
(6) When Implemented, corrc<:tive action, pnrsoant to i05 CMR 480.150(E)(4) sllldl be 
documented In detan including the date! name oftheindlvidu&llrnplementillg the coo'eeti'te 
actions and • description oflhe work performed, 011 the back oftheapplicahlerecord-kecping 
logfoJm for JnOO.ical Of biological waste treated on~slta 
(7) All an.lytlc.1 test re,ul~, .,hall he retained in the required record-keeping Jog for a 
period of threa yeDJ"s. 

480.200: Disposal 

(A) Blood and Blood Produet.,. 
(1) Ifthe waste generator is connected to amunicipalseweragesystem or septic system, fre.e 
draining blood and blood products, except blood saluraled materials, may be disposed of 
directly into these Bi'liteUl~ llnless ~'l.uch disposal is othel'wise restdcle.d by the authorized 
approving agency. 
(2) Jfthe WlI.,te generator is prohibited by the authorized approving agency fronl disposing 
ofblood and hlood producl~ into the municipal sewerage system or septie system, blood and 
blood products sball he rendered noninfectious in accordance with 105 CMR 480.150 prior 
to db'posal jn a saai[ary landfill approved by the Massaehusetts Department of 
Environmental Protection or In case of out-of-state disposal. approved by the appropriate 
regulatory agency responsible for landfill approvaL 
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480.200: continued. 

(B) Patbological Waste. Pathological wastes shall be disposed of at an approved incincration 
facility or by intennent pJ'ovided however that unprocessed liquid pathological waste may also 
be disposed of in aecordance with 105 CMR 480.200(A). 

(C) Blood Saturated Materials. Cultures and Stocks of Infeetious Agents and their Associated 
Biologieals. Dialysis Waste and Laboratory Waste. Blood saturated materials, cultul'cS and 
stocks of Infectious agents and their associated biologicals. dialysis waste and laboratory wastes 
shall be: 

(1) Rendered noninfectious onsite in accordance with 105 CMR 480.150 and disposed of 
in asanitary landfill approvedby tbe Massachusetts Department ofEnvlronmentalProtection 
or In the case of out-of-state disposal, approved by the appropriate regulatory agency 
responsible for landfill approval; or 
(2) Placcd in a sccondary container pursuant to 105 CMR 480.300(B) and stored in 
aceordance with 105 CMR 480.100 prior to transport to an approved off-site facility to be 
rendered noninfectious in accordance with 105 CMR 480.150. 

(D) Contaminated Animal Waste. Contaminated animal wastes shall be disposed of at an 
approved incineration facility, by proper burial, by interment or by an alternative method 
approved in writing by the Department. Unprocessed liquid pathological wastc may also be 
disposed of in accordance with 105 CMR 480.200(A) and tissue may also be disposed of in 
accordance with 105 CMR 480.200(C). 

(B) ~. Containcrs of sharps shall either be: 
(1) Disposed of by Incineration at an approved incineration facility; or 
(2) Rendered noninfectious as se!forthin 105 CMR 480.150 and processed by grinding or 
other effective method to eliminate the physical hazard of the sharps and disposed of in a 
sanitary landfill appI'oved by the Massachn.'ctts Department of Environmental Protection or 
in the case of out~of-statc disposal, approved by the appropriate regulatory agency 
responsible for landfill approval within that jurisdiction. 

(F) Biotechnolo~yBy-product Effluents. Biotechnology by-product effluents that contain RG3 
or RG4 agents or are from BSL3 and BSLA facilities shall not be removed from the site of the 
waste generator unless aU viable mieroorganisms, whether contairringrecomhinant DNA or not, 
have been rendered non-infectious in accordance with 105 CMR 480.150. All other 
bioteehnology by-product effluents shall not be removed from the site of the waste generator 
unless the viable microorganisms including those that might conlain recombinant DNA 
molecules bave been rendered noninfectious in accordance with 105 CMR 480.150 however, 
BSLl or BSL2 facilities may allow biotechnology by-pro duet effluents that containRG I or RGZ 
agents to be removed from the site prior to treatment if the facility meets the below listed 
requirements and maintains compliance with the Massachusetts Unifonn State Plumbing Code 
(248 CMR) and the Massachusetts Department of Environmental Protection regulations 
314 CMR 7.00 (industrial wastewater permit): 

(1) The facility has organized and implemented an InstitutionalBiosafetyCommittee (!BC) 
which is specifically comprised of; 

(a) no fewer than five members who collectively have ex.perience and expertise in 
recombinant DNA technology andlor RGI and RG2 agents as appropriate, as well as the 
capability to assess the safety of the biological research; and to identify any potential risk 
to public health or the enviromnent posed by the biotechnology by-product effluent; and 
(b) at least two members, not affiliated with the institution, apart from membership on 
the mc, who shall reprcsent the interests of the surrounding community with respect to 
health .and euVIronmental protection (such members may be officials of state or local 
public health orenvironmental protection agencies, members ofother 1 ocal govemmenta:l 
bodies, or persons in the community active in medicine, .. occupational health, or 
environmental science), 

(2) The Institutional Biosafety Committee (!BC) shall meet, at a minimum, once a year to 
evaluate the publlc health and environmental risks associated with all biotechnology-by· 
produet effluents generated by the facility and to determine the applicability of conditions, 
including appropriate effluent treatment requirements r for disposal of these wastes. according 
to provisioru; of the Uniform State PlumbIng Code (248 CMR); 
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4S0.200: continued 

(3) ThelBC ,hllllmakereoomm.nd.tillns lomanagemenlregurding the appropriate effluent 
trealment requirements for fllCility waste tit least once a year and document IhoS6 
recolllmendations in the requited reoord-keeping Jog; 
(4) IBC meetings may be open to the public; and 
(5) Minutes of olllBe meetIngs shall bo retained as an .ppendi~ to the required record
keeping log, as specified in 105 CMR 480.500(G). 

( 

4S0.300: Packaging, Labeling, and Shipping 

480.40Q; Shil'pjng Papers 

( 

\ 

(A) Every container or bag of wn.ste that han not been rendered noninfectious in accordance 
with 105 CMR 480, ISO shall he colored and labeled according to the requirements of 105 CMR 
4B0.100(A) or 105 CMR 480.100(D), as applicable, to indiente that it contains infectious Or 
phy,ieally dangerous medical or biological wa,te. 

(B) Every container or bag ofwflste which has nol been rendered noninfectious in accordance 
wjth 105 CMR480.150 and which will be tran'pOIlcdoff the premises of the wa,te generator 
shall. in addition to the lequhements of 105 CMR4S0,300(A). be placedin secondary containers 
Which are: 

(I) Ri,gld; 
(2) Leak resistant; 
(3) Impervious to moisture; 
(4) Of sufficient .(""'gth to prevent tearing or bursting undernalmal conditioDs ofuse and 
handlingland 
(5) Sealed to prevent leakage during (mnsport. 

(C) Prior to transport for off·,ite disposal, was'" which h.. boen rendered noninfectious by a 
method other than incinel'.don shall be labeled or oGlefWj,,,, murked so 1lS to clearly identify it 
as noninfectious medicw. or bjological waste: and to identify the ~a.o:;te genorator fesponsible for 
the lIeatmeTIt, Sueh Waste mny be dlsposed of in the same manner ~ wSBte wll1ch is not 
regulated by 105 CMR480,OOO, eXDeptfo(shlllps, wbichshall be disposedofin aecordance with 
the requirements of 105 CMR 4B0200(E). 

(D) All shipping of medical or biological woste shall comply, 1lS appJlcable, with transpMlltion 
requirements of M.G,L. c. Ill, § 31Al'Cga,,,Hng permitting of wa,te haulers by local Boards of 
Health. the Unltcd States Postal Service. 39 erR Pmt Ill, and the U,S. Depsr!rnent of 
Transportation regulaLions. 49 CPR Part, 171 through IBO. 

(E) Waste genemtors. small-scale generators. and Shillps Collection Centcrs shall not ship Wly 
container ofmcdica1 or biological waste which shows e'vldeDce oflcaking orwh..ieh is othenvise 
tom or damaged, 

(F) Unlcs' there i, a more restrictive provision imposed by a Board of Health or the 
Massachusetto;; Department of EnvironUlen~1 Protection concerning iudhdduws who are 
authorized to transport their OVi,'Il was{e. small~sca1e generators illld Sharps ColleGtion Ce.nteIS 

may oransport their own wa..te, except biotechnology by-product effluents; within tho 
Commonwealth, provided that they do not transport more th"" 50 pound, every 30 days. SJt)Hll· 
scale gener,tors or opcrators of Shmps CollectIon Center, ,h.ll be responsible for arranging 
transportation by • dependable individual whO has knowledge .boullhe waste being 'hipped, 
including enwrg,mcy response information. 

(A) W~ste genemtoIs. small.-sca1e generalol's Ulat transport meir own waBtein accordance with 
105 CMR 4BO.3DO(F), and Sharp. Collection CenteL< ,hall pre.p"'" shippIng p"jlCI" in 
.ecordanoe with 105 

to 
CMR 480,400 before shipping Waste off-site th.t hIlS not been rendered 

noninfectious prior transport, A designee shall be appointed [Q prepaJ'e, sign and m!lint.aiD 
Buch shipping papers, 
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4B0.400; continued 

(B) The shipping papers shaU be signed nnd dated by tbe waste generator's, small-scale 
generator's, or Sharps Collection Center's designee and mustinc1ude the following infonnation; 

(1) The name, address, and phone number of the waste generator along with acontact name 
and emergency contact number for an individual who either has knowledge about the woste 
material, including emergency response infonnation, or who has immediate access to a 
person who possesses such knowledge and information; 
(2) A description of the waste to be shipped; 
(3) Tbe total quantity of wasIe to be shipped; 
(4) The type of container Of containers in which waste is to be transported; aud 
(5) The destination of the delivery. 

(C) All waste generalors, including small-scale generalors and Sharps Collection Centers, shall 
maintain a copy of all shipping papers, with the record-keeping log pursuant to 105 CMR 
4BO.500(1:I), for a period of375 days after the material is accepted by the transporter, or for any 
longer period of time as specified in federal hazardous material transpOltation laws and 
regulations. 

(D) Small-scale generators and Sharps Collection Centers that transport their own waste in 
accordance with 105 CMR4BO.300(F) shall maintain original shipping papers, with the record
keeping log, for a period of 375 days after the matcrial is delivered to the site of an affiliated 
generator, O/: for any longer period of time as specified in federal hazardous material 
transpOltation laws and regulations. 

(E) Wasre generators, small-scale generators and Sbarps Collection Centers shall make all 
shipping papers avalJable upon request hy the Department or the Board of Health at all 
reasonable times. 

4B0.425; Tracking Medical or Biological Waste for Treatment 

(A) Waste generators, smail-scale generators and Sharps Collection Centers shall confirm 
within 30 days of shipment the receipt at a treatment facility of all medical or biologieal waste 
shipped off-site for treatment pursuant to IDS CMR4B0.300. Confirmation shall he documented 
on apaper or electronic medical waste tracking fonn, approved by the Department. The medical 
waste tracking form must include all shipping paper information 1n aecordance with IDS CMR 
4B0.400(B), as well as doeumentation of the treatlllent facility name, address and telephone 
number with a contact person who has knowledge about the waste material received or who has 
immediate access to aperson who possesses such knowledge. A completed eopy of the medical 
waste tracking fonn IllUst be retained with the corresponding shipping paper(s) and the record 
keeping log required by 105 CMR 4B0.500(B) for a period of 375 days. 

(B) If the waste generator, small-scale generator 01' Sharps Colleetion Center does not receive 
a hard copy or can not access for dOWnload an approved electronic copy of the completed 
medical waste troeking form pursuant to 105 CMR 4B0.425(A) within 30 days after shipment, 
the waste generator, small-scale generator or Sharps Collection Center shall report this fact to 
the Department. 

(C) Small-scale generators and Sharps Collection Centers condUcting in-state transportation of 
thcir own medical or biological waste to an affiliated generator, in aceordance with 105 CMR 
4BO.300(F), shall retain the original shipping papers signed by the smalJ-scale generator's or 
Sharps Collection Center's designee and a designee from the affiliated generator receiving the 
medical or biological waste, in lieu of a medical waste tracking form, for a period of 375 days, 
pursuant to 105 CMR 4B0.400(C). In addition, the small-seale generator or Sharps Colleetion 
Center shall document all applieable information in the required record-keeping log for off-site 
treatment p~rsuant to 105 CMR 480.500(B)(2) and the Department' s Record-Keeping Guidelines 
for Medical or Biological Waste. The "shipping paper" and "tracking fonn" boxes should be 
checked to reflect that both provisions have been satisfied. 

7111108 !O5 CMR - 201B.2 



7111/08 

c 

105 CMR: DEPARTMENT OF PUBUC HEALTH 

4B0.425: contiuc.ed 

(D) Waste generato"" small-scale generators, and Sharps Collection Cen(ers receiving medical 
or biological waste fTOm appropriate and nffillaled smull-soule generators, or Sharp,Collection 
Centers, shall: 

(1) document all applicable Information in !he required record·keeping log for off-site 
treatment, if it is to be .,hipped off-sl\e, pursuant to !OS CMR 480.500(B)(2), and the 
Department's Record·Keoping GuIdelines for Medical oJ'Biologlcal Waste, with a separate 
entry dedicated to eaeh deliver]' received, The "shippIng paper, II Htracking form" and 
"printed name ! signature'~ boxeB should remain bJank until such time as. all of the waste is 
shipped off-.ite for treatment. The next .,hlpment for off-site treatment shall include all of 
the previous: medical or bIologie,;al wa.'ite rect!ived froln small-seale generators or Sharps 
Collection Centers and any waste generated on~site since the IElSt shipment 
m document all applicable inf<>rmation in the required r""ord-keeping log for on-si:e 
treatment, if it is to be treated on.,ite, pu=ant to 105 CMR 480.500{B)(1)(b), 105 CMR 
480.500(B)(I)(c), and 105 CMR480.500(B)(I)(g)(i), os well as (he Department's Record
Keeping Guidelinesfod..wdlcal or Biological Wostc, with. seporate enir)l dedicated toeath 
delivery received. TIle temrun[ng information sha11 be d()(..tlUlcntcd ut the time oftreatmeut. 

(B) Waste generators or smnll·sc.a1e gCflcrruors l't!Ceivlng shatps fJ'omhome sbarps 4sers shall! 
(1) document all applicable information in the required ;ecord-keeping log for off-site 
Uwu-nent, if it is to be 'hipped off-site, pursOtult 10 105 CMR 480.500(l3)(2). and the 
Department's Reconl-Keeping GuidelineJl for Medical or Biologiccl Waste, with a ,"'parate 
entry dedicated to each delivery received. The ~'shipplng paper," "tracking fonn)' and 
"printed name f signalure". boxes should ,,'main blunk until such time as all of the waste is 
'hipped off-site for treatment. The !Iext shipment for off-site tro,tmcllt shall include all of 
the previous medical or biological waste received from home sharps user,,; and any waste 
generated on....r;.ite since the last shipment. 
(2) document aU applicable information in the requltcd rocol'<i-kceping log fot on-site 
treatment, if it is to be treated on-site, pursuant to 105 CMR 480.500(B)(1)(b), 105 CMIt 
480.500(D)(1)(c), and 105 CMR 480.50O(B)(J)(g)(ii). as well a, the Department's Record
Keeping Guidelines for MedieBl or l3iological Waste, with, ,cp"r,te entrjl dedicated to each 
delivery received. The remaining information ,h.ll be documented at the time of treatmenl. 

48Q.500, Proeedures' Records: Record-keening Log 

'Waste generators, smallascale generators and Sh~llpS Collectlon Centers shall: 

(A) Develop written procedures, a$ allplicable, for rendering waste noninfectious and to IlSSlll'e 
effectiveness alldcorupIiance with the requirementsset forth in lOS CMR480.000. '111eseshall 
include: 

(I) Procedures for theidentificution of types, quantities and disposition oC",gulaled medical 
or biologieal Wllste including idenrification of waste approved for disposal in accordance 
with 105 CMR 4ilO.200(A)(1); 
(2) Procedw:e, for safe handling and u'anspowllion wiUllu !he facility from the point of 
generation to the point of stomge and/or treatrnentj 
(3) Confinnation of U.S. pepartment of Labor, OecupaUon~1 Safety and Health 
Administnrtion'sSloodbome Pathogen Trainirg for all individuals who may potentially 
handle medic.l or blologicBl waste; 
(4) The listing of a cont'"'t narne and emergency conlaot number for on individual(.) who 
either has knowledge about the waste material, ineIllrling emergency response informa.tion, 
or who has immediate aceesli to aperson who possesses sueh knowledge and information; 
(5) A description of on-site regulated medicBl or biological waste storage urea" including 
those used. for short ferm stotage, which delail !he ventilation and capacity of the ,:urage 
Ul'eus) and the durution waste wiD be retained in each area. 
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480.500: continued 

(Ill Mainl11in ~ curren! recoId-keeping log, on fon.,. provided by !he Department or .ltemato 
fatuls, ifapproved by the ))epartment.adwruch provide. at aminimllm aU cfthe same rcquin;d 
infolJJllltion. for llil medicol of biologlc.1 waste either treate<l oa-site in accordance willi 
105 CMR 480.15rJ ill' shipped off-sile for treatment, e4Cluding waste approved for disposal 
pursuant to lOS CMR 4BO.200(A)(1). The record-keeping log shan have secufed, consecutively 
numbered pages and have 0. it, cover Ibe name of the facility, the· name of rho OWllorllllo 
operator, jfapplicable, and in large print the words "Medica1'Biological 'Na.", l'ecord-kooping 
Log". The record-·keeping log forlns 'hall be retained for three ye",s and .!Jall include !he 
inioml.tion listed below. 

(1) The !'ecoId-keeping :og for medical or b:>ological w.,te (realed on--site shall specify: 
(a) Tlle eXllCt date of each treatulCnt; 
(b) Tho quantity of wasle treated; 
(e) The typ<. of waste; 
(d) The on·.ite treatment method witl! documentation of applicable process parameters 
mcluding. but nut limited to, time, pressure1 ternperature1and pH~ 
(e) The printed name and .ignature of tbe person respolllliblc.for treatment: 
(f) Challenge testing/quality eonttol (QC) analytical (growth/no growth) resuUs; IU1d 
(g) The following additional infonnation, jf applicable; 

I. b cases Where Waste generato,", 'mall-scale generators or Sharps Collection 
Centers receive wn.tefrorn.n offilieledsmall-se.lo geDerator or aSharps Collection 
Center, prior to wHdte treatment: 

a. the exact elate that the waste was received; 
b. the tonn "SSG" fur smaJl..,scole generator or "SCC" for Sharps Collection 
Center, whichever applies; "no 
c. the n.me and .ddros, of the affiliated small-,eale generator or Sharps 
Collection Center dellveriug the w.,te. 

2. in cases where waste gencrut.ors or smQll~st,a]e generators rc-eeive snarps -from a 
home sbarps User prior to on~s.ire treatment: 

~. the exact date that the home sharps we", "",~lv.d; and 
b. the tell11 ''!;is'' for home sharps. 

(2) The J;eCord-keeping log for IMdlcal or biologicu] we'lll ,IUpped off-site for treatment 
shall specify; 

(a) The exaOl date of each ship=t: 
(b) The to(.l number of containet.; 
(e) The type of w..t.; 
(d) The lotal combined weight or volume; 

(el The name of the trallsporter with """"porter identification numher (if applicable), 

or: 

1. in cases where !llnlIll-llCa1e generators or Sharps Collection Centers eonduet in
state transportation of thelr own medic.l or biologl""l waste to an affili.ted 
generator: 

a, the lIome and address of tile .ffillillod generator Ihal. received lhe waste In the 
tnmsporte.r column; and 
h. the lelm "SSG" for small-scale gc.nerntor or "SCC" fur Sharp. Collection 
Center, whichever appHe" in the ID culUlIel. 

2. In cases where waste generators, SI!ll\JI-scale generalors or Sh.rps Collection 
Centers receive wasle from an affilinled small·seale generator or a Sharps Callection 
Center, prior to shipment off-sile rortre.tment: 

•• e name and address of the .ffilinted small-scalc generator or Sharp. 
Collection Center delivering the wasle in the transporter oolulM~ and 
b. e term "SSG" for small-se.le generator or "sec" for Sharps Collection 
Center, whichever applies, in the fD column. 

:>. c.ses where waste generators orsmall-seale generators receive s!lorl's from home 
sharps us.rspriorlosbipment off-site forll:eatmellt, the t_ "HS" ill. tbeID eDlumn. 

(f) The verifi.ation (vi. chock box) oJ: shipping pepers generated with receipt of 
OOl'l'esponding medical Waste trac!cing forms for each sh.ipll1<\!ll; and 
(g) The I'rillred name and signature of the person responsible Ior Shipping the waste. 

(C) Develop, mllintaln and lru;orporn", Infn the re<:ord-k""ping log" wtluen contingency plan 
for spills lllld areidenlll and have available tools and m.lf'.rlals sufl1eient to Implement 1he 
oolltingency plan in ""se Df • spill or are.ldeut. 
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480500: canlinuod 

(Il) Relain ",,'IUlts of annual calibration proceduros (Dr parametric monitoring egulpmenl wId) 
the record.keeping log fol' three years, if applicable. 

(E) Retain leSUllS of aU annlytical Q.C. tost ",sullS with the r"'lulred l'ecord-keeping log for 
lhl"" yeurs. 

(F) Re~.rin with the required record-keeping log, a enpy of aU applicable registralions and 
.m.terial safely data shects (MSIlS) for chemicals used In approved di"infeclion melhods 
pm,uanl 10 105 CMR 480.150. 

(G) Relaln wilh tlle required record-keeping log, a list of .11 me members, past allJ present, 
whh credentials, minute.~ of all me meetingfl and recommendatiom; of the IDe pursuant to 
105 CMR 480.200(F)(3) and 105CMR 4BO.200(F)(5). 

(H) Retain. with Ihc required record-keeping log, enpies of all 'hljlping papers w/lh 
corresponding medical waste tracking forms~ or the signed orlgina] shjpplng pupeIS in the case 
of smal1~scale generator,..:; or Sharps CollectiDn Centers that transport their own wasle within the 
Commonwealth pursuant 105 C:v!R 480.400(D), for a period of 375 days. 

(t:) Make.1I slIch procedures, records and record-keeping log .ccessible and av.ilable upon 
request to Ihe Department and the Board of Health al all "'llSonable times. 

480.550: AWTOval of Alternative Methods of'rroatment, Storage, and Disposal 

The Department lnl1Y approve, in writing, QHemativc methods not otherwise anthoriz.ed by 
lOS CMR 480.000 for the [(eRlment, ,to"80 a,' disposal ofmedlcal or biological wusteundcrthe 
following conditions: 

(A) An application has been completed, ,igned, submitted and accepted by the. Depllftment; 

eB) Tbe method Iw been val/dulod Ihrough scientific studies acceptable to the Dep,moon!; 

(C) 'The method has "cen reviewed and approved by the Departmenr', Modical.nd Biologicll\ 
Waste AltemativeTreatment Review GrOllp (MllWAT): and 

(D) If the waste is ta be tra"ported off-sHe, the wasle lrealmeut facility has been approved by 
the Massachuselts Departmcnt of Environmental Protection or, if shippotl oul of state, by tho 
appropriate regulatory agency in that state. 

480.600: Administration and Enforcement 

(A) ~, The fo]\owmg praY]sio"s shall cover the administration and enfotcement of 
105 CNIR 480.000 in liell of 105 CMR 400.000: The State Sanitary Code, Chap,"r [, General 
Provisions. 

(D) {,",pection Authority. In order to properly carry out theirrespecrive re.sponsibilitie.s under 
105 CMR 4S0.000 and 10 properly proieci Ih,. health and well-being of the people of the 
Commonwealth, the Department. in the Cijse of ge[Jerators which -are health etlTe facilities 
licensed by th.Department, and thoIlow-ds ofHealth. and theDe.partment,.in thc eo,e of a1l other 
generators. or toe authorized agent 01 representative ofeither, are authoti7.ed to eDtel'~ ex.amine, 
or survey at any rellSonable time ,such places as they con.sider necessary to carry out lhe 
proviliollS of 105 CMR 4&0.000, 

(C) ~. If as a re,ull of any inspection the Board of He.llh or the Departmenl finds a 
violation of 105 CMIl. 480.000, lheBoard of Health or the Departmentsh.li issue allotiee to the 
waste generalOt th.1 ,ots forth the nalure of Ihe violatiou and Wam, ,aid generator thal a seoond 
such violation may result in legal ,eli on, Howcver, tho Board of Health and IIle Department 
shallhave the authority to initiate; proceedings to enforce 105 CMR 480.000 without pdornotice 
in those eireumst~nces in wbich the board of health or l)epm1menl det,,-mines that Ihere is all 
imminent risk to public health or ,ofety, 
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480.600; continued 

(D) Penallv. Any person whovlolm ... any provioion of 105 CMR480.0DQ other than 105 CMR 
480.200 shull. upon convictio •• be fined not less than $100 nor more tlllm $500 por day of 
violation. Tho penalty for violation of any provision of 105 CMR 480.200 'hoI!, upon 
conviction) be. a floe of not mote than $25,000 or IIp to two ye.ars in a house. of correction. 

(E) Injunctions. The Department may seek to enjoin violadons of 105 CMR 480.000 pursuant 
to M.G.L. c. I II. § 127A and to M.O.L. c. 214, § 3(12). lIoords of Health may seek to enjoin 
such violations in accordance with applicable law, including M,G.L. c. Ill, § 127A, 

(F) V'flance. 
(I) 'rhe boards of h ••1th roay val')' the application of any provisIon of 105 CMR 480.000 
with respect to any pnrticulor cn,e when. in its opinion, the enforoement thereof would do 
manifest injustice; provided that the decision of the board of health sh.ll not conflict with 
the intont of any roiniUlolIlstond[l!d estoblished by 105 CMR 480,000. No such variance 
shall be e{fective until the Board ofHe<llth subroits it to the Dop!!l'tlnl'nt and it has also been 
approved by tho Depattroent. lftbe Department fails to comment on tbo vorian"" within 30 
days of receipt, It shoJI be deemed to be approved. Anyvarinnce granted by aboard of health 
'hnll be in writing, Acopyofany s\lch variaDce sholl, while itls in effoct, be avaUable to the 
pUblic at all rea,onable hours In the office of the Board ofHeolth. 
(2) Any voriarn:e or othor modification to any of the proviE]on. of 105 CMR 480,000 !hot 
fIfO authorized by • Board of Health shnll be SUbject to ""oh qunllfication, revocation, 
suspension, or ~xpiration as lhe board ofhcallh expresses in its grant. A V'dl'hmco or oUter 
mocliflcadon to !he provisions of 105 CMR 480,000 may otherwi,e be revoked, modifiod, 
or suspended, in Whole or In part l only after the holder tbere.of has been notified In writing 
and has beon given an opportunity to be heard, 

(G) Removal of Nuisnnee by Board of Health. PUl'suant to the provi.<dons ofM.G.L. e. Ill, 
§§ 122 through 125. a Board of Health may ,Iso act to abate any nuisance that is caused by a 
faUure to comply with the proyisions of 105 CMR 480,000 the.reby endongoring or materially 
hnp.iring the health, safety and well-being of the pubUc, .nd to charge the responsible person 
or persons with any and all expenses incurred. 

(If) Notice Concemjng Vio!ations by Registered PrQfessionnls, If the Department Or Board of 
Health issues a notiee pursuart to 105 CMR 480.600(C) or obt.ins a conviction andlor fine 
ptlISuant to !OS CMR480.6oo(D) with respect to a tegi.tercd prcfe.,sionai, the Department 01' 

Board nf Henlth ,hall notify tile appropriate prore",ional registration board. 

480,700; Severabilit,y 

Ii nny section, paragraph. sentence, clause, phr""e or word of 105 CMR 4110,000 shall be 
declared jnvllUd for any reason whatsoevl'..t, thai decjslon sbn!l not affoct any other portion of 
105 CMR 480,000, which shall remain in full force and effcct; and to this end the proyjsioIL' of 
105 CMR 480.000 are hereby declared sever.b.le. 

REGULATORY AUTHORITY 

105 CMR 480.000: M .G.L. c, Ill, §§ 3, 5 and 127A. 
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