105 CMR: DEPARTMENT OF PUBLIC HEALTH

105 CMIt 480,000: MINIMUM REQUIREMENTS FORTHE MANAGEMENT OF MEDICAL OR
BIOLOGICAL WASFE (STATE SANITARY CODE CHAPTER VII)
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480.001: Purpose

The puipose of 105 CMR 480,000 is to set forth minimum requisements for the storago,
treatment, disposal and transportation of madieal or biclogical waste,

480.002; Authorit

105 CMR 480.000 is adopted onder anthority of M.G.L. ¢, 94C, § 27A, and 2. 111, §§ 3,5
and 127A.

480.003: Citation

105 CMR 4E0.000 shall be known and may be cited as, 105 CMR 480.000: Minimun
Raquiremenisfor the Management of Medical or Biological Wasie (State Sanitary Cade Chapier
Vi),

480.004:  Scope

105 CMR 480,000 shall apply to all generators of medical or biological waste and Sharps
Collection Centers established for the sole purpose of collecting sharps pursnani to
M. e, 94C, § 2TA, and shall aleo apply to home sharps, it not othey waste generatcd by
residenis af private dwellings.

480.010:  Diefinifions

Affilfated Generator. An associated, professional entityincluding a business partner, colleague
or subsldiaty that penerateg medical or biological wasie,

Approved Incineration Faeility. A facility approved and classificd by the Massachusets

Department of Brivitotimental Protection for incineration of waste or an out-of-state incineratoy
approved for incinsration of waste by the appropriaic regulatory sgency.

Board of Health, The appropriate and legally designated hiealth auihority of the city, town, o

other legally congtituled governunenital unit within the Commonwea!lth having the wsual powers
end duties of the bourd of bealth of 4 city or fown its suthorized agent or representative.
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BSL 1. 2.3 and & Biosafety levels comprised of combinstions of laboratory practices and
techniques, safety equipment, and laboratory facilitics specifically appropriate for the operations
perfarmed, the documented ot suspected rontes and ease of transmission of the infecticus agents
used, the saverity of the discase, aud the laboratory function or activity conducted aeeording to
the U.S. Department of Health and Human Serviees publications, Biosafety in Microbiological
avd Biomedical Laboratories, and the NTH Guddelings for Research Involving Recombinant DNA
Molecules.

Challenige Testing, Quality control testing conducted during standard operating conditions, using
a pre-determined biological indicetor, to verify the effectiveness of approved disinfection
methods for the treatment of medical or biologlcal waste,

Department. Massachusetts Depariment of Public Health
Disinfoction. The reduction in level of microbial eontamination,
Coporator. See Waste Generator

Home Sharps (HS). All spentnon-commercially penerated, hypodennic needles and lancsts that
have been used or are not in their original, intact and sealed packaging and that result from
personal nse of from pets at a residence ot outside the home. The term Home Sharps does not
inclode needles or lancets generated by home health aides, visitlng nutses, or any othat person
providing a professional service in a private residence.

Inclnerate/Incineration. The conttolled flame cambustion of materials in an enclosed system to
thermally break down and render the waste noninfeettous,

Interrnent. Burisl in & cemetery.

IStAATT. The Intemational Socisty on Analytical Analysia of Treatment Technologies
{formerly the State and Tetritorial Association on Altemative Treatment Teclinologiey —
STAATT), or 11z successor, eomprised of a gronp of state and intemational regnlators, as well
a5 other experts, which reviews and publishes gnidance doeuments telated to medical waste
treatment technologles.

Klosk A secured, leak-proof receptacle or collecton drop box, the contents of which are
inaccassible to unsuthorized personnel, designed to temporarily store approved sharps containers
prior to piekup and transportation for rsatment In aecordance with 105 CMR 480.000.

Medical and Biplogical Waste Alternative Trsatment Review Graoup (MBWATY. An advisory

group, established by the Department, which is comprised of Depnitment and Local Board of
Health staff and, at the discretion of the Department, industry experts, that meets at a minimum
anmually to review alternative methods of treatment, storage or disposal of medical and
biological waste and related igsues,

Medical or Biological Waste, Waste that because of jts characteristies may cause, or
significantly contiibute to, an incresse In mortality or sn inerease in serions irreversible or
incupacitating reversible ilness: or pose a substantial present potential hazard to human heatth
or the enviromment when improperly Ueated, stored, transporied, disposed of, or ntherwise
managed.

The following types of waste are jdentified and defined as medical or biological wasic, and
shall be subject to the requireruents of 105 CMR. 480.000;

drainmg, liquid statd; body fuids eontaminated with visible blood; and masterals
satarated/dripping with blood. Blood Produets shall not include: feminine hygiene products.
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continued.

{2) Patholopical Waste. Human anatomical parts, organs, tlsaues and body fluids removed
and discarded dnring surgery, autopsy, or other medical or diagnostic procedures; specimens
of body (uids and their containers; and discarded material saturated with body flnids other
than urine, Pathological waste shall not includs; Tecth and contiguous structures of bone
without visible tissue, nagal secretions, sweal, sputum, vomit, urine, or fecal meaterials that
do not contain vmble blood or mvcn]m confiimed dmgnosm of mfet.uous discase,

: g gicals. Al discarded
cultures and mm,kq of infections age.ms nnd agsociated hlolc)glcals, mcludmsr cuiture dlshes
and devices used to transfer, inoculate, and mix cultures, as well as discarded live and
atiennated vaceines intended for human usc, that ate generaled In:

(3) Laboratories involved in basic and applied research;
(b) Lsboratorles intended for sducational ingtniction; or
{c) Clinical laboratories
(4) Contaminaied Animal Waste. Contaminated carcasses, body parls, body fluids, hlood
or bedding from animals knowr to be:
{(a) Infected with agents of the following specific zoonolic diseases that are reportable
to the Massachusetts Departinent of Agricultural Resources, Bureau of Anlmal Health
pursuant to 105 CMR 300.140: African swine fover, Anthrax, Avisninfluenza— H5 and
H7 girains and any highly pathogenic straln, Bovine spongiform encephalopathy (BSE),
Brucellulosis, Chronic wasting disease of eervids, Foot and mouth disease, Glanders,
Exofic Newcastle diseass, Plague (Yersinia pestis), Q Pever (Coxiella hurnerti), Scrapie,
Tuberculosls, Tulatermnia. (Francivalla fufarensisy; or
{b) Infected with diserses designated by the Stote Epidemiologist and the State Public
Health Veterimarian as presenting a risk to hian health; or
{¢) Tnopulated with infectlous agents for purposes mcluding, but not limited to, the
production of biologicals or pharmaceutical testing,
{5) Sharps. Discarded medical articles that may ceuse puncture or cuts, inchzding, but not
limited to, all needles, syrlnges, lavcets, pen needles, pastaur pipettes, broken medical
glagsware/plasticware, scalpel blndes, suture needles, dental wires, and disposable razors
used in vonnection with a medical procedure.
() Biotechnology By-product Bffluents. Any discarded preparations, liquids, cultures,
contaminated salutions made from microorganisins and their products including genetically
aliered living micinorganiems and their products,

Medical Waste Tracking Form. A paper or elecironic form approved by the Department that
provides confirmation fo a generator of receipt of medical or blological waste by an oft-sile
treatment facility.

Paramotyle Monitoring., Automated equipment that records ctitical pavameters appropriate for
the treatment process of rendering medical er biologieal waste non-infeetious including but not
limited to time, temperature, pressore and pH.

RG L. 2.3 and 4 Agents. Risk group levels resulting from the elassification of the biohazardous
apents based on their gssociation with human disease, and the resulting severity of the disease,
according to the U.S8. Department of Fezlth and Hinnan Services publications, Biosgfety in
Microbivlegical and Biomedical Laboratories, and the NIH Giidelines for Research Involving
Recombinant DNA Mnlecyles,

Record-keeping Log. A log book with sequied, consecutively sumberced pages which iz used
solely for the pumpose of keeping and tecording the Information required by 105 CMR

480.500(B),

Sharps Colleciion Center {3CC)  An identified site within a comnunity that Is established for
the sole purpose of collecting home sharps pursuani to M.G.L. ¢. 94C, § 27A.

Shipping Papers. A form(s) which accompanlos material shipped off-site and contains relevant

information, as specified in 105 CMR 480.000 and Federal hazardous material transportation
laws and regulations, regarding the material shipped.
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480.100;  Stor

Small-sesle Conarator (SSCH. A waslo gencrator, cxcludiag home sharps users, that penerales
less than 50 pounds of medical or biological wasle every 38 days.

Treatment Facllity, The off-site facility where medieal or biclogical wasie {s rendercd non-
infections prior to disposal ae solid wasie, I accordance with Massachusatts Departmenl of
Envirenmental Proteetion regulations or in the case of out-of-state digposal, in accordance with
the spptoprlate regolatory agency responsible for solid waste disposnl within that Jurdsdiciion.

% ; ; : te. Whole body fluids, not derived mechanically or
chemically, wbzc& are removad and discarded during surgery, antopsy, or other medical or
dizgnostic proceduses,

Waate (Fenerator {(Gencrator). Any pefson, corporation, partnership, ttust, association, scelety,
arganized group of perfons, body politic and corporate, public sgency, authority, department,
oifice and political subdivision of the Commonwealth, that generates medical or biclogieal waste
exvept home sharps and other waste generated by residents at private dwellings. The terin “waste
generator® shall include bin not be Ximited ro hospilals, long-tetm care facilitles, laboratories,
clinicy, physician’s and dentist’s offices, schools, veterinariang, funeral homes, body piercing and
hody art facilities, travma scene responders and bome heallh agencies providing services in
private dwellings.

icabill

{A) 105 CMR 480.000 shall apply to all medical or biclogical waste, as defined in 105 CMR
ABO.G10, and shall be subject to all the reguirements (MR 480,000 until such waste has been
disposed of in corpplisnce with 105 CMR 480.200.

(B} The requirements of 105 CMR 480.000 shal! not apply o medical or bological waste that
is contained in a mixtere which, dueto the preseace of other materials including but not limited
to apalgam {mercary) and lead foil, is regulated by either hazgrdous or radiogetive waste laws
er regulations,

(A Allmegicad or biclogical waste, except sharps, ghall be contatned In a primary container
whieh is a red, flnorescent orenge ar orange-red plastic bag that is impervious to moisture and
hae wufficlent strenyth o resist apping, tearing, or burgitng wndsr nonmal conditions of wee and
bandling, sod whichmeets the Amperican Sociely for Tasting Materials (ASTM) standard D1922-
{i%e and ASTM DI1709-04. Each primary container shall:
{1} Be marked promivently with the apiversal bichasard waming symbol and the word
*“ioherard” in & contrasting color md
{2} Beseeared 20 85 to prevent Jeakuge sned 1o prclnde Jows of contents during handling,
glorage, and/or transport.

{8y All areas for on-site storage of contutpers of medical or biologiosl wasts, excluding kiosks
dedivated for the sole parpose of eollocting bome shurps putsnant to MG L. . 940, § 274, shall
be in 4o wncarpeted room or area with mmpervious, eleanable, non-absorbent flooring, used
exclosively for waste storage.

{Cy Al on-site storage ayeas shall:
(1} Have promineat signage indicating (e space is used Tor the gtorage of regulated madical
gr biclogical waste;
{21 Be designeid or eguipped to provent voanibosized acoess;
{3} Be dosigned or located to profect the wasle from the clements and prevent access by
vermin;
{4y Provide sufficient spuce to allow for elear separation of regulated medical or luological
wasie from any other wasts, when appliceble;
{21 Be sdeguale to secommaodate the volume of regulated medical or biojogical wasle
generated prior fo remusval of waste for either waste transporl offsile or oo-sife Leestment,
and
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(6) Be maintained such that there is no putyescence or off-site odars, nsing refiigeraiion
when necessary.

(1) Sharps shall be sepregated from other wastes and aggregated immediately atier use in red,
fluoreacent orange or ogange-red lekproof, rigid, punetnre-resisiant, shatterproof containers that
regist breaking under normal condjtions of vse and handling, meet ASTM standard F2132-01,
and that are marked prowninently with the universal biohazard warning symbol and the word
“Biocharard” in a eantrasting color,

(E} Free draining blood and bloed products and biolechaelogy by -product effluents shall be
atored at all times in leakproof conteiners that are secorely sealed,

(F) Compaciors or grinders shall not be nsed fo process medical or biological waste until it has
becn rendered poninfections and safe for disposal in aceordance with 105 CMR 480,150,

() All medical or biological waste, except from horne sharps users, must be treated on-site or
. transported off-gite for treatment. at a minimum once per enlendar yenr,

Homg Sherps

480.135;

(A) Effeetive July 1, 2012, home sharps, as well 25 unopened packages of hypodermie needles
and lancets, shall.not be disposed of in solid manicipal waste, ineluding household waste, and
shall be collected and disposed of ih accordabec with 105 CMR 480.125(B).

(P} In seeordance with M.G.I.. ¢. 94C, § 27A, federsl, siale and local agencies os well as
buginesses and non-profit orgatizations may establish sherps disposal programa which muay
include, but not be lirited ‘o, the following: )
(1} A prograin for safe, secure home shatps disposal;
(2) The establishinent of sharps collection ccnters located at medieal faellities and
pharmacies;
(3) The ertablislonent of sharps collection eenters located in municipal facilities, including,
butnot limited to, fire stations, police staticns, and public health offices; provided that sharps
collection cenlers may be Jocated al sewtiot centets only for the purpose of disposing of
medically necessary hypedermic needles: and
(4) Medicol wasie mail-back programs approved by the United States Postal Servire.

(C) All mail-back programs shall comply with the United Staws Postal Service, New Standardy
Jor Maziling Sharps Waste and Other Regulated Medical Waste, 39 CFR Pare 111,

Sharps Coltection Cenlers

6125710

(A) A Sharps Collection Center shall be an identified site within a compunity that collects and
manages home  sharps.  Operators of Sharps Collsction Centers shall be responsible for
arranging fot the trangportation and disposal of home shatps pursuant o 105 CMR 480.000.

(B) Inaecordence withM.G.L. e. 94C, § 27A , the operetor of a Sharps Callection Center shall:
(1} sz anly collection confainers that meet the requiremenis of the 1.8, Occupational
Safety and Health Administeation and the U.S. Department of Trensporiation and aremarked
with tke international bichazard symbol;

{2) pravide secure accessible collection containers on site;

(3) accept shatrps from home shops users that are in leak-proof, rigid, puncture resistant
and shatterproof containers;

4 provide apprupriate transfer containers for home sharps nsers who fail to hring their
sharps in suitable eontainers for placement in the eollcction container;

(5} have a writlen agreemerd with a medical waste ansporter providiig for repularly
scheduled waste piekups; and

(6) store, undle, transport and Ireat the collected waste fn accordanee with 105 CMR
420,000, '
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{C)  Operators of Sharps Colleetion Centers, excluding Xiosks, shall eorply with the
requirements set farth in [05 CMR 480.100(B}, {C), (I, (F) and ((3; 105 CMR 450_200(E);
165 CMR 480 300(A), (B), (D), (E) and (); 105 CMR 480.400; 105 CMR 480,425 (A), (i1}, (C)
and (D); 105 CMER 480.500(A), (B), (C), (H) =and (I); as applicable.

(D) A Kiosk nsed as a Sharps Collection Coenter may he attended or anatiended, but shall be
dedicated for the sole purpose of collecting home sharps pursuant io MUG.L. c. 94C, § 27A and
shall:
(1) meet all of the requirements of 103 CMR, 480,135(B)(13, (2), (3), (4), and (5);
(2) be marked and identified as a *“Sharps Colleclion Drop Bax" or with an equivalent
designation and  be cleasly [zbeled with a coniact name and emergency contact phone
number for an individoal(s) who either has knowledge aboui the specific Kosk incliding
einergency response infommation, or who has immmedinle azcess 1o a person wha possesses
such knowledge:;
{3) he conspicuously labeled with the inlernational bichazasd symbol and the word
“Bichazard™ in a soatrasting color;
(4) be lined with 2 secondary comtainer designed Lo prevent spillage, which meets the
requirements of 105 CME. 480,300(BY(1), (2), (3, and (4); and
(5) provide written directions in the appropriate language(s), if necessary, for the proper
deposit of sharps comainers, including hut not limited to:
{2) ‘Noloose needles, glass containers or peper/plastic bags”; and
() “Flease do not leave sharps containers outside the kiosk”,

(B) All kiosk operators shall comply with the requirements set forth In 105 CMR 480,100(C),
(D) and (G); 105 CMR 480.200(B); 105 CMR 480.300(A), (R)(5), (D), (E) and (F); 105 CMR
480.400; 105 CMR 480.425(A), (B), (C) and (D); 105 CMR 480.500(A)(3) and (A)(4), (B), (C),
(H), and (I); ax applicable. Kiosk operalors with a weitten agreement for direct pickup of home
sharps by amnedical waste transporter in accordance with M.G L. ¢. 94C, § 27A shall be exempt
from 105 CMR 480.300(F); 105 CMR 480.500(A)(3); and 105 CMR 480,500(C); as applicabls,

(F) All Shamps Collection Centers ineluding kiosks shall be inspected by the Board of Health
once pricr to fnitial operation to ensure compliance with the requirements of 105 CMR 450.000.

(G TUpon the comnpletion of the initigl inspeetion, the Board of Mealth shall notify the
Yepartment, within 30 days, of the location, and address of the Sharps Collection Center(s),
ineluding kiosks.

() The Deporiment shall maintain o lisi of all Sharps Colleclion Centers, including kiosks,
located within the Cormmonwealth, which are established by the Department orreported by local
health offieials upon completion of the initial inspection pursvant to 105 CMR 480.135(E).

(I} Collection of home sharps ot o Stiarps Collection Center shall be the point of generation of
the waste. The Mossachusetts Departmert of Environmental Protection may by policy ar
regulation exempt a Shamps Collection Center ffoin the requiveinents in 310 CMR 16.00 (Site
Agsignment for Solid Waste Facilities) and 310 CMR 19,00 (Solid Waste Management),
provided that the operator complies with the requirements in 105 CMR 480.135(4), (B), (Q),
(D), (&%) and (1), as applicable,

Approv isinfection Methods

(A) Thefollowihg disinfection methods are approved, subject to any additional conditions that
may be specified by the Depariment, to render medical or biologieal waste neninfectious,
excluding pathological waste and eontaminated amimal weste which shatl be disposed of at an
approved ipeineration Thcility, by interment, or by an alternative inethod approved in writing by
the Depariment, pursnant io 105 CMR 480.200:

{1) Steam disinfection/autoclaving;

(2} Chemiecal disinfection; )

(3) Incineration at an approved ineineration facility; or

(4) Any other method approved in writing iy the Department.
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(i) The methods which rely on heat shall be evaluated for each Toad or cyele by using a
recording thennometer, thermocouple, paratetrle moniioring device, thermal indicator strip, or
by an equivalent method approved in writing by the Department,

{C) For any wasteg tha are rendered noniafectious by chemical disinfection, the chemical used
shallbe of demonsivated efficacy, &s defermined by (he Depuriment, against the challenge lesting
target or indicator orpanism and registered with;

{1} TheU.8, Envirommenta! Protection Ageney, Office of Pestjcide Progrums pursuant to
the Pederal Insecticide, Iungicide and Rodenticide Act (FIFRA); and
(2) The Massachusetts Department of Agricultural Resourtes, Pesticide Bursan.

{D) ATl parametric monitoring equipinent ntilized in conjunetion with any apptoved disinfection
methods, inclnding antoclaves, shall be calibrated at a minimum annually, by an individval who
has received training from the manufaeturer in the operations and mafntenance of the equipment.

(E) Quarterly gualitative (growth/no growth) biological clallenge testing shall be condugted
during standard operations for all approved disinfection methods including autoclaves, but not
incineration,
{1} Testing shall consist of spore sirips or a retrievable altemative medivm approved by the
Department, which containa 1.0 x 10* minimwm challenge populaiion of 4 bacterinl indicator
organism that is most resistant to any aspect of the [reatment technolopy sg outlined in the
most recent medizal waste teeatment techuolopy guidelines established by The State and
Territorial Association on Alternative Treatment Technologies (STAATT) or its successcr,
The Intemational Socizty of Analytical Analysis of Treatment Technologies ISLAATT);
(2) Tosting methodelogies including the number, type and locations sball he in accordince
with manufacturers’ guidelines and procedures approved by the Depariment;
(3) Aauaolytical lesting results (growih/no growth) should demonsteare aminium bacterial
spore reduction of 4 log 143
(#4) When a 4 log ;, baeterial spore rednction has not been demonstrated (results indicate
baeterigl growth), an operations and mechanical systcms assessment shall be conducted by
aqualificd individuel who has received training from the manufacturer in the operations and
maintenance of the equipment. Appropriate corrective actions sliall be fimplemented, when
warrapted, including but net limited to mechanical adjustinents and when applicable,
recalibration of all parametric mnonitoring devices followed by re-Irestment of the waste and
additioual challenge testing to confitin the effectiveness of any implementcd coitective
dction;
(3) In accordance with 105 CMR 480.500(B)(1){f), thc anslytical test results shall be
documented on the required record-keeping log form for medical or biological wasts (reated
on site in conjunction with the date and all applicable corresponding process paramneter
results.
{8} When Implemenicd, corrective actions porsnant to 105 CMR 480, 150514} shall be
documented in detail including the date, name of the individoal implementing the correetive
actions and s descripiion of the work performed, on theback of the applicahle recordkeeping
log form for medical or biclogical wasle treated on-site.
{1y All snalyticnl tes{ resolts shall be retained in the required record-keeping log for s
peziod of three years,

Disposal

(A) Blood and Blosd Produets.

{1) Ifthe wastc penerator is connected Lo a Municipal sewerage systean or septic system, free
draining blood and blood products, except blood satursted materials, may be disposed of
d1rec:ﬁy inte these systeins unless such disposal is otherwme resiricted by the authorized
approving agency.

(2) Ithe wauste generator Is prohibited by the authorized approving agency from disposing
of blood and blood products into the municipal sewerage system, or septie systern, blood and
blood products shall be rendered noninfections in accordance with 105 CMR 480,150 prior
to disposal in & sanifary landfill approved by the Massachusetts Department of
Envirenmental Protection of in case of out-of-state digposal, approved by the sppropriate
regulatory agency responsibla for landfill approval,
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(B) Patbologica! Waste. Pathological wastes shall be disposed of at an approved incincration
facility or by interment provided however that unprocessed liguid pathological waste may also
be disposed of in accordance with 105 CMR 480.200(A).

{C) Blood Saturated Materials. Cultures and Stocks of Infectious Agents and their Associated
Biologteals, Dialysis Waste and Laboratory Waste. Blood saturated materials, cultorcs and
stocks of Infectious agents and their associated biologicals, dialysis wasle and laboratory wastes
shall be:
(1) Rendered noninfectious onsite in accordance with 105 CMR 480,150 and disposed of
inasanitary landfill approved by the Massachusetts Department of Environmental Protection
or In the case of out-of-state disposal, approved by the appropriate regulatory agency
responsible for landfill approval; or
(2) Placed 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 Wagte. Conlaminated 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 liguid pathological wastc may also be
disposed of in gccordance with 105 CMR 480.200(A) and tissue may also be disposed of in
accordance with 105 CMR 480.200(C).

(B) Sharps. Containcrs of sharps shall either be:
(1) Disposed of by Incineration at an approved incineration facility; or
(2) Rendered poninfectious as set forth in 105 CMR 480.150 and processed by grinding or
other cifective mcthod to eliminate the physical hazard of the sharps and disposed of in &
sanitary landfill approved by the Massachngctts 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) Biotechnology By-product Effluents, Biotechnology by-product effluents that contain RG3
or RG4 agents or are from BSL3 and BSL4 facilities shall not be removed from the site of the

waste generator unjess all viable mieroorganisms, whether containing recoinbinant DNA or not,
have been rendered non-infectious in accordance with 105 CMR 480.150. All other
bioteehnology by-product effluents ghall not be removed from the site of the waste generator
unless the viable microorganisme jncluding those that might conlain recombinant DNA
molecules bave been rendered noninfectious in accordance with 105 CMR 480,150 however,
BSLI1 or BSI.2 facilities may allow biotechnology by-produet effluents that contain RG1 or RG2
agents to bc removed from the site prior to treatment if the facility meets the below listed
reqnirements and maintains compliance with the Massachusetts Uniform State Plumbing Code
(248 CMR) and the Massachusetts Depariment of Bnvironmental Protection regulations
314 CMR 7.00 (industrlal wastewater permit):
(I) The facility has organized and implemented an Institutional Biosafety Committee (IBC)
which is specifically comprised of; '
(a) no fewer than five members who collectively have experience and expertise in
recombinant DNA technology and/or RG1 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 environment posed by the biotechnology by-product effluent; and
{(b) st least two members, not affiliated with the institution, apart from membership on
the IBC, who shall represent the interests of the sutrounding community with respect to
health .and euvironmental protection (such members may be officials of state or local
public health or environrmental protection agencies, members of other local governmental
bodies, or persons in the communiy active in medjcine,-occupational health, or
environmental science). ’
(2) The Institutional Biosafety Committee (IBC) shall meet, at a minimum, once a year to
evaluate the public 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, for disposal of these wastes according
to provisions of the Uniform State Plumblng Code (248 CMR);
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(3} TheTHC shall make recommendations (o managemen! regard ing the appropriste effluent
treatment requirements for focilily wasté at least once a year and document thoss
recormuendations in the required record-keeping log;

{4) IBC meetings may be open fo the public; and

(5) Minutes of all IBC meetlngs shall ba retained as an appendix to the required record-
keeping log, as speeified in 105 CMR 480.50(G).

ackaging, Labelin

{A) Ewvery container or bag of waste that hag not been rendered noninfectious in accordance
with 105 CMR 480,150 shall he colored and labeled according to the requirements of 105 CMR
480.100(4) or 105 CME 480.100(1)), s applicable, to indiente that it contains infectious ot
physieally dangerous medical or biological waste.

{B} Every containet or bag of waste which has not beea rendered noninfectious in accordance
with 105 CMR 480.150 snd which will be tranaported off the premises of the waste generator
shall, in addition to the requirements of 105 CME 4530.300(A), be placed in secondary containers
which are:

(1) Rigid;

(2} Leak resistant;

{3) [mpzrvious to maisture;

(4) Of sufficient sirength to prevent tearing or bursting wnder noimil conditions of use and

handling, and

(5) Sedled to prevent leakage during {ransport.

{C) Priar to transport for off-site disposal, wasfe which has been rendered noninfectious by a
method other than incinerscion shall be labeled or otherwise marked so us (o clealy identiiy it
a5 non{nfections medical or biological waste and to identify the waste gensrator responsible for
[he weatment, Such waste ray be dispoged of in the ssme manner a2 waste which is not
regulated by 105 CMR 480,000, except for sharps, whick shell be disposed of in secordance with
the reguirements of 105 CMR 480.200(E).

Dy All shipping of medical or biological waste shall comply, as appllcable, with transportation
requiremenis of MG L. c, 111, § 31A regarding permitting of wasle haulers by loca] Brards of
Health, the United States Postal Service, 39 CIFR Part 111, and the U.S, Department of
Transportation regulations, 49 CFR Parts 171 through 180,

(E) Waste generstors, small-scale generators, and Sharps Collection Centers shatl not ship any
containcr of medical or biological waste which shows evidence of leaking or whieh is otherwise
torn or damaged,

(F)  Unless there is a more restrictive provision imposed by a Board of Health or the
Maussachusetts Department of Enviromuental Protection conceming individuals who are
suthorized to transport their own wasle, small-scale generators and Sharps Collection Centess
may Irangpori their own waste, except bjoiechnology by-prodect cffluents, within the
Commonwealth, provided that they do not transport more than 50 pounds every 30 days. Small-
seale generators or opcrators of Shatps Collection Centers shall be 1esponsible for arranging
transportation by & depzndable individual who hag knowledge abooi the waste being shipped,
including emergency response information,

ing Paperss

{A) Waste generators, small-scale generators that irangport thefr own wazete in neeotdance with
105 CMR 480.300{F), and Sharps Colleetion Centers shell prepare shipping papers in
accordance with 105 CMR 480.400 before shipping waste off-site thit has nol been rendered
noninfectious prior to transpart. A designee ahall be appointed o prepare, sign and maintain
such shlpping papers,
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480.400; continued

(B) The shipping papers shall be signed and dated by the waste generator’s, small-scale
generator’s, or Sharps Collection Center’s desiguee and mmust include the fellowing information;
(1) The name, address, and phone mumber of the waste generalor along with a contact name
and emergency contact number for an individunal who either hias knowledge about the waste
material, including emergency response information, or who has immediate access to a
person who possesses such knowledge and information;
(2) A description of the waste to be shipped;
(3) The total gquantity of waste to be shipped;
{4) The type of container or containers in which waste is to be transported; aud
(5} The destination of the delivery.

(C) Allwaste generalors, including small-scale generators and Sharps Collection Centers, shall
maintain a copy of all shipping papers, with the record-keeping leg pursuant to 105 CMR
480.500(H), for a period of 375 days after the material is accepted by the transporter, or for any
longer period of time as specified in federal hazardous material transportation laws and
regulations,

(D) Small-scale generators and Sharps Collection Cenlers that transport their own waste in
accordance with 105 CMR 480.300(F) shall maintain original shipping papers, with the record-
keeping log, for a period of 375 days after the material is delivered to the site of an affiliated
generator, or for any longer period of time &s specified in federal hazardous material
transpoitation laws and regulations.

(B) Waste generators, small-scale generators and Sharps Collection Centers shall make 21l
shipping papers available upon reguest hy the Deparfment or the Board of Health at ail
reasonable times,

480.425: Tracki edical or Biological Waste for Treatment

7/11/08

(A) Waste generators, small-scale generators and Sharps Cellection Centers shall confinm,
within 30 days of shipment the receipt at a treatment facility of all medical or biologieal waste
shipped off-site for treatment pursuant to 105 CMR 480.300. Confitmation shall he documented
on a paper or ¢lectronic medical waste tracking form, approved by the Department, The medical
waste tracking form must include all shipping paper information in ascordance with 105 CMR
480.400(B), as well as desumentation of the treatinent facility nare, address and telephone
number with a contact person who has knowledge about the waste maferial received or who has
immediate access to a petson who possesses such knowledge. A completed eopy of the medical
waste tracking form 1nust be retaihed with the corresponding shipping paper(s} and the record
keeping log required by 105 CMR 480.500(B) for a period of 375 days,

(B} Ifthe waste generator, small-scale generator or Sharps Collestion Center does not receive
a hard copy or can not access for download an approved elecironic copy of the completed
medical waste tracking form pursuant to 105 CMR 480.425(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 Colleetion Centers condueting in-state iransportation of
their own medical or biological waste to an affiliated generator, in aceordance with 105 CMR
480.300(F), shall retain the original shipping papers signed by the small-scale generator's or
Sharps Collection Center’s designee and a designee from the affiliated generator receiving the
medical or biological waste, in liex of a medical waste tracking form, for a period of 375 days,
pursuant to 105 CMR 480.400(C). In addition, the small-geale generator or Sharps Colleetion
Center shall documnent all applieable information in the required record-keeping log for off-site
{reatment pursuant to 105 CMR 480.500(B)(2) and the Department’s Record-Keeping Guidelines
for Medical or Biological Wagte. The “shipping paper” and “tracking form” boxes should be
checked to reflect that hoth provisions have been satisfied,
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480,500

T/11/08

(D) Waste generators, small-scale generators, and Sharps Collection Centers receiving medical
or biologica) waste from appropriate and affiliated smnll-scale generators, or Sharps Collection
Centers, shall:

(1} docuinent all applicable information in the required record-keeping log for off-site
treatinent, if it is to be shipped off-site, pursuant to 105 CMR 480.500(B)(2), and the
Dicpartment’s Record-Keoping Guldelines for Medical oy Biological Waste, with a separate
entry dedicated 1o each delivery received, The “shipping paper,” “tracking form” and
“printed name / signature' boxesz should remain blank until such time as all of the waste is
shipped off-site for realment. The next shipment for off-site ireatment shall include all of
the previous medical or blological waste received froin small-seale generators or Sharps
Collection Centters and any woste generated on-gite since the last shipment.

{2) document all applicable inforrnation in ihe required record-keeping Jog for on-site
treatment, if it is to be ireated onesite, pursvant to 105 CMR 480.5C0(B)(1)(B), 105 CMR
480.500(B)(1)(c), and 105 CMR 480.500(8)(1){(g)(1), as well as the Department's Record-
Keeping Guidelinesfor Medlcal or Biological Wasie, with a seperate enlry dedicaled to aach
delivery received. The remaining infarmation shall be documented at the time of ireatmeut.

(B) Waste penerators or smafl-scale generalor® receiving sharps from home sharps Gsers shafl;

(1) document all applicable information in the reguired record-keeping log for off-site
treatment, if 1t is to be shipped off-site, pursnant 10 105 CMR, 480.500(B}2), md the
Department’s Recard-Keeping Guidelines for Medical or Biological Waste, with a separale
entry dedicated to each delivery received, The “shipplng paper,” “mracking form” and
“printed name / sipnature’* boxes should remain blank until such Eme as all of the waste is
shipped off-site for treatment. The next shipmont for off-site treatment shall inelude all of
the previous medical or biologicnl wasts received from home gharps nsers and any waste
penerated on-site since the last shipment,

(2) document all applictble information in the requited record-keeping log for on-site
treatment, if it is to be treated on-site, pursuant to 105 CMR 480.500(B)(1)}(b), 105 CMR
480.500(B)(1)(c), and 105 CMR 480.500(B)(1){g){il}, 23 well a5 the Departient’s Record-
Keeping Guidelines for Medieal or Blologleal Waste, with a sepavate entry dedicated to each
defivery rcceived. The remaining information shall be documented at the lime of treatment,

ures: Records: Recond-keepin

Wasts generators, small-scale generators and Shaspa Collection Centers shall:

(A) Develop wrilten procedures, as applicable, for rendering waste noninfectdous and to gasie
effectiveness and compliance with the requirements set forth in 105 CMR 480.000. These shall
inelude:

(1) Procedures for the identification of types, quantities and disposition of regulated mmedical
or biologieal waste including identification of wasie spproved for disposal in segordance
with 105 CMR 480.200(A)(1);

(2} Procedures for safe handling and mansporistion within the faclity from the point of
generation to the point of starage and/or treatment;

(3  Confirmation of U.S, Department of Labor, Oecupatlonsl Safety and Healih
Administration’s Bloodboroe Pathogen Training for all individupls who may porentially
handle medical or biological waste;

(4} The listing of a contact name and emergency contact number for an individual(s} who
either has knowledge about the waste material, ineluding emergency response inforination,
ar who has immediate aceess to a person who possesses sush knowledge and information;
(5} Adeseription of on-site regulated medical or biotogical waste slorage areas, inehuding
those uaed for short term storage, which detail the ventilation and capacity of the storage
areas, and the durntion waste will be ratained in each area.
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{B) Mainiain 2 cuerent eeord-keeping log, on fonns pravided by the Department or allemats
foring, if approved by the Department and which provide at aminimam all of the same required
Information, for all medicsl or biological wasie cither treated on-sile m 2ccordance with
105 CMI 480,130 or shipped off-site for teatment, excluding waste approved for disposal
purseam fo 105 CMR 4B0.200{AX( 1), The record-keeping log shall have secured, congerutivaly
psmnbered pages and have on its cover the name of the facility, the nsme of the owner and
operator, ¥ applicable, and in large print the words “Medical/Riclogical Warts Revord-keaning
leg™, The record keeping log fortas shail be retained for thyee years and shall fnclede the
information Bisied below,
(1} The record-keeping Jog for medical o Mological wasic freated on-site shall specify;
(a3 ‘Theexact date of each freafrnent;
(b} The quantity of waste reafed;
{£} The type of waste;
@) The on-site treatment method with docamentstion of applicatle process parameters
ncluding, but aot limited to, time, pressure, tomperatare, end pH;
{#) The printed name nnd signatire of the person responsible for treatment;
{f} Challenge testingfquality enntral (QC) snalvlical (growih/mo growth} resulis; and
{g} The following additional informaotion, if applicahle:
1. Lt cases where waste generstors, small-seale generators or Sharps Collection
Centers receive waste from an affiliated small-seals gensrator or a Sharps Collection
Center, pror to on-sife treatment:
8. the exact date that the waste was received;
b, the termn "SSG” fut small-scale gengrator or *SCC” for Sharps Collection
Center, whichever applies; and
c. the name and address of the afflliated swall-seale generator or Sharps
Collection Conter delivering the wasie,
2. In cases whers waste gencrators or sinall-seale penerators recelve sharps from a
home sharps wser prior e on-site treatment:
#1. the exact date that the home sharps were received; and
b. the term “HS™ for home sharps.
{2) The record-keeping log for medleal or bivlogien) waste shipped off-giie for treatment
shall epecify; :
{8} The exaci date of cach shipment;
(b The total number of containers:
(e} The type of wasie:
{(d) The tota! combined weight or volnme;
(&1 'The name of the transporter with transporter identification nember (if spplicable),
or:
1. inzases where small-scale gencrators or Sharps Collection Centers eonduct ip-
stafe transportation of thelr own medical or biolopleal waste to ap affiliated
generator:
a, the name and address of the affiliated generator thet received the waste in the
trnngporter colamu; A
b, the term “S5G” for amall-seale generator or “SCC” for Sharps Collection
Center, whichever applies, in the 1D colus,
2. In cases where waste generators, small-geale generptors or Sharps Collection
Centerg ecoive waste from an affilisted siaall-seale gensrator of 3 Sharpe Collection
Center, prior to shipment off-sils for treafment;
a. o name and address of the affilisted small-scale generator ar Sharps
Collection Center delivering the wasle in the transporter column; aad
b. e term “S8G” for small-seale generstor or "SCC" for Sharps Collection
Center, whichever applies, in the I} column.
3, cases where wagie gencrators or small-scale generalors receive shaps from hiome
sharps users prior o shipment off-site for weutment, the ferm “HS" inthe I column,
{fy The verifieation (viz check box} of shipping papers geperated with receipt of
porresponding medical waste tracking forms for sach shipment; and
{g} The printed pame end slgrature of the porson responsible for shipping the waste,

{C) Pevelop, muintalh and incorpareie into the record-keeping log o weltion confingeney plan

for spills and gcoidenis and beve avaifable tools md matertsls soflicient to Imploment the
contingency plan in case of a spill or accident,
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(D) Reluin results of annugl calibration procedures for parametric monitoring equipment with
the record-keeping log for three years, if applicable.

(BY Retain resnlis of all avalytical Q.C. test resulis with the vequircd record-keeping log for
thres years.

(F) Relain with the required record-keeping log, a copy of all applicable registralions and

material safety data shects (MSDS) for chemicals used in approved disinfection metheds

pursuant to 105 CMR 480,150,

(G) Relain with the required record-keeping log, 2 list of all IBC members, past and present,
with credentials, minutes of all IBC meetings and recommendations of the IBC pursuzal to

105 CMR 480.200(F)(3) and 105 CMR 480,200(F)(5).

(H)Y Retain with the required record-keeping log, coples of all shipping papers with
corresponding medical waste tracking forms, or the signed original shipping papers in the case
of emall-scale generators or Sharps Collection Centers that transpon their own wasie within the
Cormmonwealth pursnant 105 CMR 480.400(D3), for a pariad of 375 days.

(1) Make all such procedures, records and record-keeping log accessible and available upon
request to the Department and the Board of Health al all reusonable Hmes.

480.550: _Avpproval of Alternative Methods of Treatment, Storage. and Dispoag!

The Departinent wney spprove, in writing, alternative methods not otherwise anthorized by
105 CMR 480,000 for the werlment, storage or disposel of medical ox biclogical waste underthe
following conditions;

{(A) Anapplication has been completed, aipned, submitted and eccepted by the Department;
{B) The method has been validated through scientific smdies acceptable to the Depariment;

{C) The method has been reviewed and approved by the Departmenr' s Medical and Biological
Waste AlternativeTreatment Review Group (MBWAT); and

(D) Ifthe waste is fo be transporied off-site, the waste treatment facility has been approved by
the Massachusetts Department of Environmental Protection or, if shipped oot of state, by the
appropriate regulatory agency in that state.

480.600:  Administration and Enforcement

711/08

(A) Scope. The following provisions shall cover the administration and enfarcement of
105 CMR 480.000 in liew of 105 CMR 400.000: The Srare Sanitary Code, Chaptar I General

Provisions,

(B) Ingpection Authorify. [n order (o properly cairy out their respective responsibilities under
105 CMR 480,000 and to properly protect the health and well-being of the people of fhe
Commonwealth, the Department, in the case of peperators which are health eare facilitics
licensed by the Department, and the Bowrds of Health and the Depariment, in the cage of all ather
generators, or the aulhorized agenr or representative of either, are authotfzed to enter, examinc,
or surtey at any reasongble time such places as they consider necessary to carry out the
provisions of 105 CMR 480.000,

{Cy Muotices. If as aresult of any inspeetion the Board of Health or the Department finds a
vlolation of 105 CMR 480.000, the Board of Health or the Department shall issue 4 notiee to the
waste generator thaf sets forth the paiure of the viplation and wains said generator that a second
such violation may regult in legal action, Howover, tho Board of Health end e Department
shall have the authority to iniliate proceedinge to enforee 105 CMR 480,000 without prior notice
in those cirenrnstances in which the board of health or Department determines that there is an
imminent risk to publiz health or safety,
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(D) Penalty. Any person whoviclsies any peovision of 105 CMR 480.000 otherthan 105 CME.
480.200 shall, upen conviction, be fined not Iess than $100 nor more than $500 por day of
violation. Tho pemslty for violation of any provision of 105 CMR 480.200 shall, npon
conviction, be a Tine of not rore than $25,000 or up to two years in 2 house of corTection,

{£) Infupctiong. The Departinent may szek to enjoin violations of 105 CMR 480.000 pursnant
to M.GL, c. 111, § 127A and toe M.G.L, ¢, 214, § 3(12), Boards of Health may seek to enjoin
such violations in accordance with applicable law, including M.G.L. c, 111, § 127A,

(F) ¥arlance, '
(1) 'The boards of health may vary the application of any provision of 105 CMR 480,000

with respeet to any particular case when, in its opinion, the enforcement thereof would do
manifest injustlce; provided that the decision of the board of health shall not sonflict with
the intent of any minimum standard established by 105 CMR 480.000, No such variance
shall be effective until the Board of Health submits it to the Depattment and it has also been
approved by the Depariment, If the Department fails to comment on the variance within 30
days of recsipt, it shall be deemed to be approved. Any varinnee granted by a board of health
shall he in writing. A copy of any such variance shall, while it Is in effect, be gvailable to the
publie at all reasonable hours n the office of the Board of Health.

(2) Any variance or other modification to any of the provisions of 105 CMR 480,000 that
aro authorized by a Board of Health shall be subjeci to such gualification, revocation,
suspengion, or expiration as ihe board of health expresses in its grant, A variemce or ather
modification to the provisions of 105 CMR 480,000 may otherwise be sevoked, modified,
or suspended, in whole or in pari, only after the holder thereof hag been nolified In. writing
and hag bsaen given an oppartunity to be heard,

§4 122 through 125, a Board of Health may also act to abate any nuigance that s caused by a
failure to comply with the provisions of 105 CMR 480,000 thereby endangating or materially
impairing the health, snfety and well-being of the public, end to charge the responsible persen
or persnns with any and all expenses incurred,

[13)) ice i inlations by Registered Professionals. IF the Department or Board of
Health issues 2 notiee pursuant to 105 CMR 480,600{C) or obtains a conviclion and/or fire
pursuant to 105 CMR 480.600(13) with respect to a registercd professional, the Department or
Board of Health shall actify the appropriate professional repgistration board.

480,700: Severability

If any seciion, patagraph, sentence, clause, phrase or word of 105 CMR 480,000 shall be
declared invalid for any reason whatscever, thai decjsion shall not affeet any other portion of
105 CMR 480.000, which shall remain in full force ad effect; and to this end the provisions of
185 CMR 480.000 are hereby declared severable,

REGULATORY AUTHORTLY

7/11/08

105 CMR 480.000: M.G.L. c. 111,663, 5 and T27A.
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