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'!he National Institute for ~lpational safety an:! Health (NICSH), the
center for Infectious DLc.ease (CID), the Office of Bi,"J6a.fety (GBS), an:i
other centers an:i Offices in the centers for DLc=ease control (CD:) have
reviaved the OCCUpational safety an:! Health Admi..nistration' s (CSHA' 5)
pI'Op:)SE!d rule an:l notice of public hearin;J for occupational exposure to
blc:x:dbome pathogens, published May 30, 1989, in the Federal Re:Jister
[54 FR 23042]. we are pleased to provide OAllients in respollse to this
pI'Op:)SE!d rule.

'!his rulemakin;r activity by OOHA is extJ::emely i:apJrtant to the health
an:l safety of YoUrKers in the healthcare iIrlustzy. FoaJSin:3' as it does
on the risks of ocalpational transmission of bloodbome path.cgens,
primarily hepatitis B vinls (HBV) and h1.man inm.mcdeficiency virus
(HrV), the rule is roth timely ani responsive to a significant risk of
IOC>rbidity and mortality. However, there are many other infectious
disease hazard~ L" these workplaces that are not directly addresse:l by
this pI'Op:)SE!d rule. CGHA ani healthca.re ~loyers shoUld regard this
rule as only a small part of a lcw;er program to control infectious
disease hazarcis to E:!qJloyees and patients.

FurtheJ:m:lre, ~'1e hea1thcare YoUrXplace has I'U.IIDleJ:'CUS and diverse safety
an:l health hazaros mlre1ated to infectious agents. ~les are
exposure to d1em.lcals (in:ludin;J carcincgeni.c ani IIIltageni.c
substances), physical agents (e.g., ioniz~ an:l lXll'lionizi.rg radiation,
heat, noise), injuries (e.g., falls, lacerations, p.mct:ures), fires,
electrocutions, explosion hazards, ani stz:ess (e:tgaunic ani
psydlologic). 'Ihese issues were reviewad in the recent p..tblication,
Guidelines for Protectin:J the safety an:! Health of Health care Workers
[NIesH 1988].

1. Are tt~ arrf blo ,b lUte path yetIS in aaiiti.cn to the cnes
discl:eeC. in sectim N, Health Effects, that pLC&31t a risk to
E!IIp1oyee.s with cxx:upat.i.crla erp::eure to blood? If so, lIibat am
these patiN 'plS, ani \lbat eriderD! is ava i 1ati1 e that they present a
potent.ial. or acbpJ risk to Eq)l.ayees?

'!he starxIim:l addres es little attentioo to hepatitis delta virus (HDV)
infectioo, al~ it does acknJ,..rledge the deperrjence of HDV' on
hepatitis B virus (HBV), that HIJIl aU:f11Siils the severity of acute an:i
dlronic HBV' infecticrz, an:l that preventiCl'1 of HBV' ani other blocx1borne
diseases will prevent HIN infectia1. 'nle transmission of HDV' in the
health~ setti.Iq' has been described [Lettau et ale 1986J. '!he
inpict of HDV' infection has been iJanporated into the HBV risk
assessment section.
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2. Are t:beI:'e aatiti..cnU sbxJjes ar case u=pw: ts en HBV and mv that
shcu1d be incl\ded in the health effects analysis? If SO, lllbat are
they? Has <::am. adeqlately ZepL S lted the results of ava j 1abl e
epjdpmjologic ani case sbrJjes?

'!here are many HBV ani HIV sttr:lies ani case reports in the literature.
'!he prqx:sed standard adequately represents the salient features of
these articles. 0Jrrent national AIIS case suzveillanc:e data are
provided with these ccmnents [ax:: 1989]. Detaile:l suzveillaooe data
pertainirg to health-care \to1Orkers with AIIS will be updated ani
provided as part of oor testiDrJny.

3. Far its significance of risk deteminat:i.al, csa cxmsi.dered
clinical hepltitis B, HBV carrier status, bospitali.zaticn, and
death to be JIBterial iq;ai rment of health. f'eCa1JSP of the
possibiJ U:y of infectin;r othem (SP"'P'l parbezs, na«:)lUs) and the
ra;sibility of beaDillJ an BBY' carrier, stnlld csa calSi.der HBV'
infectlen as a DBterial iq;airment of health?

Infection with HBV shalld be regarded as a material illpai.nIr:mt of
health, regardless of the ultimate clinical ccurse of that infection.
'!he pot:enti.al 0CI'lSel:;lUSI' of HBV infectia'l are grave. F\lrtherm:)re,
the risk of seccndazy infectia'l by se.vna l [Redeker et al. 1975] or
perinatal [Ten:1 et al. 1981] exposure to pen;a1S with acute HBV
infectial is well dccumented, am is present for both cases with
syrrptaDs as well as these withcut syDpt:cms.

4. Has csa EIIp10yed the Wl1&± mil.n ilogy far det:emini.nJ the
cpmtitative and cpUitative risks of eq;csn:e? Are altmnative
risk a 'pnts available? Are tbem Mil '91cq:hi.c factors lIIhid1
sha1ld be u:Jltwlled far in est.:ilIBt:iDj the bactcg1'aDxl risk far
HBV?

'Ihe met:hOOs used to detez1Dine risk of OCCIJPiltimal exposure to HBV are
correct. 'n1e estimates made are generally acx:urate and appz~iate.

Althcugh saDB estimates might be adjusted SCJDE!olhat, the overall
cala1latiCl1S wal1d nat be substantially chaJ'l:Ied.

'!he a'lly ciewgzapli.c factors whi.ctl clearly influence risk of acute HBV
infectiat are sex (men have 1.5- to 2-fold higher risk than \«IDeIl) ani
racejethni.city, with blac1cs at several-fold higher risk of HBV
infectial than Caucasians [!ob;)Jillan et al., in press]. Adjustment for
these factors prcbably wa.l1d have ally a minor effect on the estimated
risk. Because the hospital wortlorce is pzeVn;nantly female - 77%
CXJ'II)ared with 40% for the total \to1Orkforce [Qm 1983] - this might
ircrease risk attril:lU'table to OCCIJPiltianal exposure.
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5. CSJA bas ch n to protect eqllC7j8E!S fraa bloob IDe patl&J9E!i1S by
req.rlri.n;J that they be protected frail ecp BD:'e to blood ani ather
potent:ially infectiAlS materials•. Is this the UliZ&.± awzoadJ ani
is it the DDit protective awzadl? If nat, lIIbat ather awzadl
stD1ld be EIIPJ.o'ied?

amA is correct to adqrt: the awroadl of requir:in;J that W'Orkers be
protected fran e>cpasure to blood or other potentially infectious
materials, ani this shalld awly to any in:iustzy or occupation where
such e>cpasure can be rea.sooably anticipatEd. Protection of W'Orkers
against rea.sooably anticipatEd e>cpasure to blood ani other potentially
infectiOJS materials is the ally practical approadl, am provides the
best available protectia'l to workers.

Effective :ilIm.mi.zatia'l is available a1ly for hepatitis B. However, the
antibody respa ISe is inadequate to confer i.nmJni.ty in awroximately 5%
of thcse vaccinated. As sham by C'6HA in the risk assoosment, the
residual risk of HBV infectia'1 in a vaccinated W101'kforce wa1l.d be
sufficient to require enforcement of mamatozy universal precautions
even if hepatitis B infectia'1 \oiIere the ally 0CI'l0em. Because there are
no altematives for protecti.a'1 against other bloodbome pathogens, JOOSt
notably HIV, preventia'l of~ to blood or other potentially
infectio.w material wa1l.d be required even if all workers received a
100% efficacio.w HBV vaccine.

6. 'lhe seep! of the PI'II<JS8d stail:Jud 1lD11d. be tEssd em~
6'lp:B1re to blood ani other potentially infect1cus materials,
wether ar not the intiviclJal is~ in the healtbcm:e
iJdJstzy. Is this awzadl the 1ID3t protective? Will another
awzc:ach provide greater prot:ect.ial? SIDJld the scope of the
staJdard be limited to ems (ar a few) iJDJstries?

'Ihis is the JOOSt protective approach. '!he scx:pe of the regulation
shalld nat be based on eaployment in ems or a few specified
in:h1stries. C'6HA is COLIe...""t· in defini.J'g the scxp! in terms of
reasonably anticipatEd ClCOJP8,tia'lal~ to blood or other
potentially infectiQJS material. 'Ihese exposures occur predaninantly
b.It nat exclusively in the healthcare in:iustzy. Healthcare workers may
therefore be most """'Illy at risk, but it is their blood e>cpasure, nat
the inh.tst1'y in whic:tl they are~, that places them at risk.
Regardless of the indusb:y in wtUc:tl they my be exposed, all workers
with reasc:n!lbly anticipated occupational exp::sure to blood or other
potentially infectiQ.1S mterial should be in::lu:Jed in the scxp! of this
rule.
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7. In amtiti.a1 to law enfULC&iBIt peLSU..::l, firefiqrt=ers, aid
UJL1&:ticns persuu::l, are there arr:l otJEr occuplt.i.aB with
potential far eq''BD:'8 that are pUdmdnantly ar entirely ccn:fi.ned
to the p1b1ic (federal, state, ar lcral) sector? If so, do they
perfCl]l tasks ar pcn:13dIJn!S that are un:i.cp! ani 1&J1i.re special
protective J!M3BSIJ1'eS that are mt cd::h: ecl by this stamam? If
so, lIIbat are these protective 1!If!BfPu:es?

laboratory specimens may be transported to clinical or di.a.grrsti.c
laboratories both by PJblic (U.S. Postal service) am private sector
carriers (e.g. ,Federal Express, united Parcel service). sane of these
workers may be exposecl to blood or ather potentially infecticus
materials if the contents of packages leak due to~ packagirq or
damage in transit. It is not~ that such exposure consti.tutes
significant risk of disease transmissial. starmrd measures, primarily
gloves as provided for in this rule, wcul.d provide adequate protection
if used with packages whose contents are leaki.rq em the as-slI"iJtion that
the materials ca.l1d be infecticus. 'Ihose packages can be placed in
transparent plastic bags for further handli.rq.

8. tIlat~ l.D"liq.Je to law enfm:c:aa:Eut aid UJL1ecticn
officers place these EIIp1.oyeeB at risk of fN'I<JSUJ:8 to blood aid
other potentially infectialB 1IElterials? Mlat, if arr:l, amtitialal
~ are T -1pr1 to m:lniDiz.e or eliminate these exposuzes?
iIlat, if aJrf additia1al. tmJn:lD) sbenl d be nqrlnd? .Nlat can be
dena to EI1SU1'8 that petstitil protective EqJipEnt is avai 1able when
aid lIDaI.'8 it is neer1ed?

see· response to quest!em #9.

9. Nlat ci.raJmst:aru!s l.D"liq.Je to firefigbters, &iELgE!i&;y DlfYti cal
tectJnicians aid paramedics place these EDPlayees at risk far
exposme to blood ani other potentially infectims DBterials?
Nlat, if arr:l, amtitia1al.~ are neeW to minimize ar
eliminate these e¥paIlJreS? Mlat, if arr:l, cDiitialal t:rainin:)
sbaJld be nq.W:ecf? lblt can be dcne to EI1SU1'8 that petsuJa1
protective cl.othiJJ) and EqJipzeJt is available 1IIben ani 1Ilbere it is
T 1ed?

NICSH has previously cd:h:essed these issues in blo doclJlMnts developed
am fonla1'ds:l to CSfA in ac:xxm:IarD! with the Health cmnil:lUs PIcgzams
Extensial of 1988 [PL 100-607]: Guidel ines for Preventiem of
Transmissiem of IPmm TmP'P'efici.ency Vizys am Hepatitis B Virus to
Health9re am PYblic-Safetv Workers am A omjrnJum Guide for
Publi.c-Safety ani f>rergeucy=Respcnse Workers-Prevention of
'1'r?m§mj ssial of Hnm" Dmegp1eficiency Virus am 'fen5'titis B Vinls
(E)(hibits 15 am 16 in the CSfA docket far this rul~). Specific
reo ,,"enjatialS are made in these Guidelines that are tailored to the
needs am workin:) corditia'lS encamtered by PJblic safety, emergency
response, am corrections persamel.
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OSHA requested Oli1lent (page 23042) ''where these gu.i.delines differ with
the prcposecl requirements of this st:aB:Iard (e.g., whidl body fluids
require the use of precautions in E!IDeI'g8I'lCy situations.) II OOHA also
invite::l cxmnent (page 23112) "m whether the proposed definitim of
'other p:rt:entially infectious materials' shculd be amended to make it
consistent with the guidelines. II '!he Qtidelines are not i.ncx:lnsistent
with previous a:x: definitions of other potentially infectioos
materials. 'n1ey do, however, recognize that p.Jblic safety am
emergency re.spcrlSe persamel often work un:ler conditions that preclude
intonDed jlD]ments regal:di.ng' the type of body fluid presem:. '!he
Guidelines therefore reo "I!ern that wheneYer "E!IDeI'g8I'lCy mecli.cal am
pJblic-safety workers enocunt:er body fluids un:ler UIXXlilt:rolled,
emergency c:irc::umstan::e in which differentiatial between fluid types is
difficult, if not inplSSible, they sbculd treat all body fluids as
potentially hazardc.us. II 'Ihis is not a questial of definitial, D1t
rather a'le of jnri.t'Puent am flexibility in a particular situation.

. 10. '1here is eYi.dence that mv JtJiJY be transmitted thrcD]b human breast
mi.lJc. Am spl.oyees at risk of infectim <iJe to mqxEum to buIIBn
breast milk? If so, 'What tasJcB or pta einreB do they perfCCll that
place them at risk? lbIt ~al pmtecti.ve II eSJreS, if any,
sballd be re;pired far t:bese spl.oyees?

'!here probably is a need to in::llD! sane mentiat of human breast milk
as a "special" situatiat: i.e., whereas universal precautions
ordinarily are nat re;pired, gloves may be worn by~ in
situations lr.here exposure to breast milk might be frequent or intense,
such as in breast milk banks. 'lhe!:e' is no evidence that hea1th-care
workers are at risk of infectial because of contact with breast milk.
'!he only rep:n:t.ed cases have been in infants who are breast feedi.n:J an:!
who, therefore, have DlJOCIJS 1IIBItIrane exposures to large volumes of
breast milk or exposures to matema! blood throUgh fissures in the
rrother's breast.

11.~ the ptCPISa1 , cam uses the teI:mB "CXI'1taminated" ard
"decca1t:am:inat." Are tt a teDI& clearly urDerstocd? ShaJ1d
caa define tt a a tsI:IB? If so, tIibat are the CQlLqa::iate
definiticnl? Shcu1d 1aurdI:y be c::a&idered "cx:nt:aIIIinate" a1l.y
tIIhen blocxi or oUJer potentially infectims IBterials are visible
at the 1.aurdI:Y? If nX, lIIbat stDJ1 d iJd:i.cate "ocntaminated"
I.aurmy?

'Ihese tet:ms shculd be defined as pt, p:sed below in the CCIIIDel1ts al the
regulatory text. "o:ntaminatecl" shalld refer to the pI ser¥Je on an
item of a bloodbome pathogen or fluid zequirinq universal precautions,
such that hardlin:) the item might cxmsti.tute a risk of disease
transmissiat. "Deoontaminatial" refezs to lowerin;J the c::x:n:::entration
of bloodbome pathogens by removal or- inactivation, renjerinq the item
safe to handle.
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'!he tem "cx::ntami.nated" is not usually apprc:priate in referen:::e to
linen or other launiry, as these items have not been inplic:ated in the
transmissial of bloodborne disease. "SOiled" is a II¥)re appZ'q)riate
term in referen::e to laun::lry, referri..rq to laun::lry that has been used.
stan:Jard practice c:alls. for minimal han:lliIq arx:l agitatial of laun:b:y
in patient care areas because soilsi linens arx:l other launiry may
present a risk of na;cxxrniaJ infectia1, but not with bloodborne
pat.ha;Jens. Gloves or other protective equipnent are not required for
han:lli..rq linens or other launiry that is merely soilsi.

Iauniry shcW.d be considered cx::ntami.nated only if blood or other fluids
requiri..rq lUli.versal precautioos are pz esent. It is these fluids that
are a 0CI10BIn, not the linen per see A persa1 d1an:;Ji..rq an in::lividual
sheet can easily see if the sheet is cx::ntami.nated, arx:l if it is can
dete!:mine whether gloves or other protective clotllirq is required, or
whether the UIllXIl'ltaminated portial of the sheet provides arx:l adequate
barrier. Iaund%y that is grossly cx::ntami.nated shcW.d be transp::Jrte::1 in
such a way as to prevent leakage, but it is not necessaxy to require
"leakproof" bags for laun:b:y. It is sufficient to require that bags
''nust be of sufficient quality to functialally contain wet or soiled
laurmy withaIt outer oontaminatial of the bag." SUd1 bags need not be
labeled, arx:l persalS t.ransporti.n; these bags do not require personal
protective clotllirq or barrier precautioos in additial to the bags.
'nlese COl ICepts shcW.d be carrisi aver to other parts of this docUlrent
that disoJSS labeliIq launiry arx:l special han:lli..rq practices.

on the other hard, a persa1 in the laurmy :rocm, harx:lliIq large vollnnes
of laurmy, might not see a grossly bloody sheet before CCB'ltact.
F\Jrthemore, inpLcparly discardecl sharps may be pzesent, placi..rq
launiry workers at risk of pmcture wamds arx:l laceratioos that might
transmit bloodborne disease. strict enfoloemeut of regulations
qaverninJ disp-eal of used sha%ps is necessary to minimize this risk.
Hc1w'ever, even with strict enfOIoement of sharps disposal. policies,
workers in laun:lIy roaDS shcW.d use personal protective equipnent
(e.g., heavy duty utility gloves) when pzocessi..rq soiled launiry.

12. 'Dle pt, p:se:1 slatdam iD:ludes a nmt-er of~ inclmiJq
an infw:ticn CUiUal plan, E!I'I)ineeriJg aId lIICI:k practice culuols,
p:::csual protect:ive c1.othin) and tqJipne1t, t:raininJ, signs and
labels, ptOYisicn of HBV vacc:inatian, aId JEdical fo1l.aw-q) far
expcsum in:idents. Are tt e rBJlirements 4P'qJtiate? ~ they
pmride acJeqJate pmtecticn? 9YJI1d otb:!r prcwisicnJ be ackBf?

It is CafPIoptiate to require a CXJIi)inatia1 of administrative,
en::Ji.l'leerinq, arx:l wOrk practice OOJlt:Iols alcn;r with personal protective
equipnent to manage these risks [NIOOR 1983].
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It is i..np)rtant to recognize that no si..n;Jle action or ooutrol measure
is sufficient to remove the risk of infection. vaccination is the
sirqle most effective action possible to prevent HBV infection, l:ut it
is not totally effective. Protection against fu"V am other bloc:dborne
pathogens requires a spect:.n.Dn of cq:plicable en;rineeri..n;J CXJIlltols, \«Irk
practices, am perscmal protective devices in all activities involvirq
eJqX)SUre to blood or other potentially infectious material.

'!he prqn;ed infection CXJIltrol plan, trainirg, am use of signs am
labels are essential elements in reinforcirq this necessity in the
minds of Employers as well as Employees. Medical follC1tM.1p of eJqX)SUre ,
incidents as pz:qx:sed is essential to miniJDize arrt adverse consequences
whenever prevent!al fails ani a \«Irker is~ to potentially
infectious material.

As written, the provisions for the infectia'l CXllltol plan
. [paragrapt (c) (2)] are inadequate in that the plan includes no
requirement for periocli.c revielll, for evaluatia'l of the duties of new
arployees to identify those whose tasks will entail occupational
eJqX)SUre to blood or other potentially infectious material, for maki.rg
ccpies of written institutional policies am prcaldl1res available to
the euployee, or for evaluatiC21 of the circumstances of eJqX)SUre
incidents to detemi.ne whether d1an;)es in policies or practices are
reeied to prevent reanrenoes of similar i.n=idents.

'Ihese last two emissions are partic::ularly serlCA.1S. Protocols shculd be
established to fcmuallyani systematically evaluate all eJqX)SUre
incidents arx:l ather failures of CXlltrols so that arrt oantriJ::utoJ:Y
deficiencies in institutiCl1a1 policies an:! prooedJrres can be identified
an::l OXIected. It is equally essential that institutional policies am
pI"cx:~dnres be available to all Employees in writin;J. 'Ihis shculd
include written jcb-specific standard q:mati.n; pt<X."8iJJTeS. 'Ihese
exw.d be collected in a biosafety marual specific to a work site. 'Ihi.s
manual \roQ1ld oc:nt:ain waxn.in;s an:! protocols for safe pt"\Xe1ttres as well
as other specific safety instroctiCl1S: it \roQ1ld serve as an on-site
adjunct to the averall infectial CXllltol plan, \roQ1ld reinforce
educational pto:JIaDIS, arx:l shcul.d be used in mamated trainirg progzams.

Signs an::l labels are disrnssed in relatial to page 23129 of the
Prea1Ji)le. ~e it is awtqniate to infom~ of potential
infectious hazards with signs an:! labels as required in paragrapt (g)
of this pt,ip:BEld rule, the biClbazcmi syaix)l shcW.d nat be used to
designate DBterials that require universal precauti.CI1S. 'Ihis symbol
should be rescvecl to designate )c;rom SClUl'CeS of etioloqic agents, sud1
as in laboratories. Tabe]s required un:Jer paragrapt (g) (1) (ii) shculd
bear the legend ''t.lNIV!RSAL PRErR1I'Iaa, II with or withaIt a symbol
especially designed to denote the same. 'Ihese labels shalld not use
the biohazard symbol.
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13 • '!be lqaa.:y hastradit:i.a1ally preferred E!njineer:in) am lIICI::k
pr:ae+icp C:Ulbools eNer the use of pe:tscaJa1 protective eqdpmnt.
[):) EDPloyees, .in l6lZ"ly every case, need to use a oazi)i.nati.a1 of
metbcds that i.rd.me pe:tsc:aal. protective eqJipnent, or are there
tasks or lIIm:Xsi.tes lIIbere eq'OSlmeS can be adeqJatel.y minimi zed or
el.i..minated by adt&u:aua to E!!rI)ineerin) or llICI:k practice CX'iluuls
alale? IiJw cculd COlA best saueture the DE!t:hxls of C:Ulboul
reqrlnments to ref)ect actual llICdcin) cxnlltialS?

CSHA is correct to prefer ~ineerin;J controls as the first line of
defense against C:X:OJpatialal hazan:ls, folla.ll8d by work practices, am
finally persooal protective equi.pDent. '!hat hierarchy of control
[NIOOH 1983] should be observed in this case. Because of the nature of
health-care, public-safety, emergency respase, am other tasks in
which c:x:o-.patia'lal expcsu:re to bloodborne pathogens is~, it is
unlikely that adequate protection cculd be offered by ~ineerin;J or
work practice controls alone. F\1rtherDm"e, when the p:Jtential
consequences of a failure of ccalLroI are as severe as in the case of
HIV infection, it is reasonable to mamate reclun:ianc:y of ccalLrols.
CSHA should assaDJ'e that evert case will require a c:::c:I.li:>ination of
methOOs that may incllD! persooal protective equi.pDent. Hc:701IeVer, the
pcoposed role px:'q)erly reflects the variability of actual workin;J
corrii.tiCl'lS by allowin;J for a degree of discretion in rare am
exceptional circumstances.

14. '!be available evidence iniicates that an exposure incident that
involves a pera!taneaJs expcsure, resultin:J fraD an injury with a
needle ar other shazp object, carries the highest risk of HIV or
HB'I infectia1. Many of these injuries result fraD the need to
disa II ile the device after use, pxrly designed eqdpnent or
other factors that Ee1ate to the basic design of the eqdpnent.
Hew can a:iHA en::DJragB the develq:u&lt of safer i.nsb:uments am
eqJipnent to further reduce the liJcel ibxxi of pera!taneaJs
expcsure?

'!he publication ani enfor:cement of this pclJl'C6Sd role will be a
pc:Merful stiDulus for the subsequent develqllEnt of safer equi.pDent am
of devices to increase the safety of workers. CSHA will erDJUrage
safer instruments ani eqnipnent to reduce the likelihood of injury am
pero.rt:anecus exposure by requiri.n:} the preferential use of ~ineerin;J

controls aver work practices ani persooal protective equipDent.

15. '!be pte p:ISed starDml does nat requi.re the use of respirators. Do
aeuB01s pt s It a risk far boar&lissim of bl'cabcJle path'pS?
Are them instau:::es tIb!n tt e blo::aIMiD_ path ";JEiS IIBY be
boansmitted in respirable particles g&ELated clJrin;J medical
pt- Of!I'ves such as laser SUI'gIE!ly ar the use of .KUcal ar Sln"gi.cal
i.nst:nmEnt:s sucb as a lx:n! Si!I!Ifl Are tbem otber irlStances~
respirable particlss cx:ntaininJ (ar p:Jtent:lally cx:ntaininJ)
blo db iDe pathxjalS IIBY ptuult a risk to e:ipl.oyees?
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Aerosols are not known to present a risk of transmissioo of-bloc::xDJome
pathogens. in the healthcare environment. 'll'1ere are no known instances
in which bloodbome pathogens have been transmitted to \rJOrkers by way
of respirable particles generated duri.n;J medical pzCO-dllZ'eS, nor are
other instances known in which airtxme particulates CCII'l1:ai.ni.n
bloc::xDJome pathogens have presented a risk to healthcare W'Orkers.
'Iherefore, use of respirators for prot:ectioo against bloc::xDJome
pathogens is not rec:Jiiilerded.

'!he possibility that hea1thcare workers might be infected via
inhalatioo of aerosolized bloodbo:me pathogens has been investigated,
fcx::usi.n;J 00 hepatitis B. Almeida et ale [1971] Lepurted possible
airtlo:me spread of hepatitis B in a dialysis unit foll~ a spill of
HBshJ-positive blood. However,~ stlxlies [MRC 1975] usi.n;J
tracer organisms (Bacillus gle;pigii spores and T3 P\age) in a simJlated
dialysis unit su;gest:ed that aerosolizatioo was not a prcbable route of

'transmissioo. Neither blood nor HBsAg ccW.d be detected in air sarrples
O)llected in dialysis units [Petersen et ale 1976] or during dental
pL'C03dtJl'eS [Petersen et ale 1979]. '!he Inm.mi.zatioo Practices Advisory

..cawti.ttee [ACIP 1985] did not menti.oo inhalatioo of aerosols in their
" di so JSSioo of the 1!rXJes of transmissicn of HBV' in healthcare setti..n;Is.

'!he 0JIrent opiniCll of mcperts is that, while aerosol transmissioo is a
theoretical possibility, it does nat oontrib.l1:e meaSJI'ably to
CXX2Jpatialal transmissioo of HBV', which is attribJted to direct blood
exposure or cx:ntami.natim of envuuwEntal surfaces [Petersen 1980;
Favero 1987, 1989].

Splatterin;J of blood art:.o skin or Dl1CX'JS JDeIIi:n:anes is a recognized nxx:ie
of transmissim of hepatitis B. Protectioo of the Dl1CX"JS JDeIIi:n:anes of
the face andl.Jl:P!r respiratory tract against larqe droplet spatterinq
is needed. As required by~ in this draft role, glasses, goggles,
face shields, and surgical masks, alooe or in OCIIiJination as
~iate to the task~ perfonoed, can provide that protection.

5aDe workers have requested and saoe E!Dployers have attenpted to
provide respiratory protectioo against possible inhalation exposure to
bloodbome pathogens in healthcare workplaces. saoe manufacturers am
SURlliers of suzgical masks have respa1ded to these potential markets
with sales pLcqxans iDplyin;J that SUI'gical masks offer respiratol:y
protectiCll. Repo1ted filt:erin;J efficiencies of the mask material are
saDetimes offered as evidence that a product offers :respiratory
protectim.

Sl.n'gical masks, designed and approved far use in the healtl1care
in:Iust:ry, includinq use in sterile enviLaw:ents, were not designed or
approved as respiratory protective devices. '!he minimal test.in:;J
specificatia1S for surgical masks do not ~r to neasure filter
efficiency ac:c:urately, precisely, or LepJ:oiJx:ibly, and do not require
face fit testin:}. Whatever the filterin;J efficiencies of the mask
material, IOOSt suzgical masks do nat fom an cxx:lusive seal to the face
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ani therefore are nat expected to be efficient respiratory protective
devices. However, as previoosly stated, respirators are nat
recumEidad for protectioo against bloodbome disease because there is
no evider¥::e that bloodbome pathogens can be or have been transmitted
in the healthcare workplace by the respiratory route.

16. 0 ""aiters have i.rdicated that SCIIIB pre. etlJres with pJtential. far
eJCP'Sure are perfcmaed in locat.i.aB 1IIbere~ faci 1 ities
are nat available or nat located near the wm:k azea (e.g., crime
SCEnes or mebile blmcf m1 lactim sites). Is there an acceptable
sJbstitute far hamwasbinJ that can be used un:ter these
circ"iElaiU!lS? Does it pl'CVi.de pratectim that is EqIiva1ent to
hardi-sbirql

Han:lwash.irq with soap and water, alClle or in c:x:IIiJinatioo with
applicatioo of deccntami.nants, is preferred. \rIlen ncxmal han::lwashin;J
facilities (a sink with~ water and soap) cannot be made
available, the eaployer shculd be required to provide for han::lwashin;J
us:irq an antiseptic han:i cleaner that does nat require the use of
water, or d j sro=ab1e disinfectant ~ettes. A variety of prcduc:ts is
available, tut han:lwash.iJ'q with soap and water shcW.d follow as soon as
IXJSSible. 'I'CIwe1s, either paper or cloth, should be provided in all
cases.

17. In pazap:apw (d) (3) (vii) (B), (D), ani (E) CSIA bas pL'pcsed that
fl.ui.d-res:istant oJgHdnq be 1«11.11 if them is a pJtential. far
splasbiR) or spra.yi.nq of blood or other pctent:i.ally infectiaJS
IIBterials lIhUe ' fluid-pLwf' cl.ot:hin) mst be 1«11.11 if there is a
pJtential. far cl.ot:hin) beaDinq sce.JeId with blood ar other
potentially infectia. 1IIIterials. Is the d:istinct:.:i.a bebieen
, fluid resistant' ani 'fluid-p:wf' clear? Sha1ld these te1::DJ be
defined? Are the rEqli.rEIIIents for tIIlO types of protective
clothi.nq based an antic:i.pated exposure cqp:qaiate? If net, ~t
other aan' ames will assum EIIplayee protect.:i.cm.?

Fluid-proof iJIplies a high degree of protectiCll against fluid
permeatioo (D:)leoJlar mvement of cxrrt:aminant through the interstitial
spaces of the protective mterial) and pelleLIatiCll (l::W.k mvement of
cxrrt:aminant through S8iIIiII, closures, and fissures of the material).
Protective clothinq is fluid-proof if it allows essentially no
permeatian or peneLIatian. Fluid-resistance iJlplies a lower degree of
protectian against peneLIatian and pemeatia'l, tut does iJlply that the
clothirr:) at least provides adeqJate time for the wearer to rem:we
protective gear before ccntaminatioo readles interior surfaces.

Lab coats, gowns, scz:ub suits, etc., made of ordi.riary fabric material
are appropriate for III:lSt circumstan:::es if sufficiently fluid-resistant
to prevent minor splashes or splatter fran ccntaminatin;J street
cloth:irq wom umer them. OperatinJ rcxm gowns and other gam are
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saDeWhat mare fluid-resistant, depen:li..nq CIl the type of material an:1
manufacturer, but for the mst part they are nat fluid-proof. Truly
fluid-proof gaments might result in,e.""CPSsive heat stress if ~rn for
extended pericx:1s, "ryj are only ~iate in extIene situations.

18. SID.lld CE8A spec; fy that all JD1intact skin be lJand;qed or
otbeI:wise c:xJVered. before perfCJlJlli.n;J tasks or pE:O einres with a
potential far ocaJpati.cnI1 etp:sure?

It is awzoqxt iate to require that ncnintact skin be cxwere1 in such a
way as to prevent exposure of the ncnintact skin to blood or ather
potentially infectious material if a specific task p:ses a reasooably
anticipated risk of c:ontaminatiCll of that skin surface. To be
effective, the bandage or other cover lIIJSt be fluid-proof. nus
requirement shcW.d be restricted to open~ or other significant
lesions, sud1 as skin that is dlaR:Jed, abraded, or afflicted with
dermatitis. Workers with exujative lesions or weepirq deZ1Datitis
should refrain fran all direct patient care ani fran harx:ll.in;
patient-care equipnent until the conditim resolves.

"19. 'lbe P"p:sed staldard allCMI the use of utUity gloves far
ha'9AJreEl'inq and 1.aurdI:y tIUdce:ts. Is tbe decD'1t:aIIlina ard
J:'EIJS8 of these g1cM:B appu,p:iate? Shadd CHfA require that these
gloves be pn::t:ure-resistant?

Reuse of utility qlaves is awzq::u:iate. 'D1ese qlaves should nat
require disinfectia'l or sterUizatiCll. With proper tra.i.nin;, cleanin:]
of any sollin; with soap and water, or a mild hcspital disinfectant if
carpatible with the qlove material, should be sufficient.

No gloves are pmct:ure proof, ani ncne are tested or certified for
p.mcture resistance. However, utility gloves are p.mcture resistant
relative to SUZ'qical or exam.inirg qloves used in the healthcare
i.n::lustry. For tasks that entail a risk of p.mcture~ or
lacerations, workers shCluld be provided with gloves offerin} the
highest degree of p.mcture resi.st:.arO! oonsistent with the dexterity
required by the task.

20. Am the requj..reamts far: RIV and BBV re EI web 1.ab:Irataries
arJer;pJllte and 4P'qJl:1ata? 1IIat additiaBl~ stxJJld be
inclJdef? Is tbe definitial far: -1 n 1d:l 1.ab:Irataries- clear?
DcIB tbe dBf1nitial clearly cIiffenI'lt:.ia betlleE!I1 1 eseardl
1.aIxImtaries and clinical (d:lagrvwt :Ie) 1.ab:Irataries?

'!he definiti.a1s of and distinctia'lS between research ani clinical
(di.agnosti.c) laboratories are adecpJate ani awtopriate.

'!he requirements outlined for I esearch laboratories [pa.ragraP1 (e),
I'MIV am. HBV'. Research Laboratories ani Pro:h1ctiCll Facilities"] are
appl:opz'iate so far as they go, b.lt anit BaDe iJIportant provisions. For
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researd1 laboratories am production facUities, this rule should make
mandatory all of the ree' i1.iemations contained in the 1988 ax: Agent
S\.In'mazy statement for Human I:r!I'lIJr'meficienc:y Virus [OOHA Ex. 6-312].
Specifically, the role sho.11d require use of biosafety level (BSL) 3
practices ani equipnent in BSL 2 facilities, as defined in Biosafety in
Mic:rc:i)io1ogical an::! BiaDedical laboratories [OSHA Ex. 6-338].

Requirements for clinical laboratories should be detaUed in a separate
section [a new paragrapt (f) "Clinical am Diagnostic I.al:loratories"]
inserted after the existin;J paragrapt (e). 'nle contents of that
section should include no less than the oc:uplete set of .rec:uillecrlations
for biosafety level (BSL) 2 practices, eqnipnent, ani facilities as
defined in Biosafety in Micrc:i:liologica1 ani Bic:medi.ca1 laboratories
[OSHA Ex. 6-338].

21. Are the rEqJi.rements for mv ani HBV p:rdrtim facjlities
adEqJate am 444qa:iate? tIIat additia1al rEqJi.rements sha1l.d be
incllDed? Is the definiti.cn far "P'« .trtim tacj 1 j:ties" clear?
ID!s the definitim adeqJately diffE!D!l1tiate between I esearcn
1abJrataries am prcxJuct.i.al facj 1 jties?

If DXtified as~ in response to questial 20, the requirements
of paragrapt (e) ''HIV am HBV Researdl Iaboratories am Producti.on
FacUities" will be adequate an::! apprqriate as they pertain to
productial facilities.

22. SCDB res al"d11abJrataries use blocd aD:l blocd o"laaIts bIt do
nat P'qegate blcodtmue path ya&. Are the rEqJi.rements for
clinical 1abJrataries acJerp1t:e for these ressal"d1 1abJratari.es?
If nat, lItlat additia1al prcwis:iaB shr1Ild be recpind?

Requirements for clinical laboratories, if specified as proposed in
tespollSe to question 21, will be adeqtJate am appIC:priate for these
laboratories. 'nlese requirements can be appIqJriate1y relaxed if the
blcxxi am blcxxi oillael'ts in use are exclusively materials acx:eptable
for clinical use in 1umans or have been sterilized or otherwise treated
to destroy bloodbome pathcgelas.

23. 'Jhe 14' P -1 req.dns that the Ba' vaa::iIB be offm:ed to euployees
exp sed an iM!Lcqe of me or Dm'e times per 1ID'Itb. stD1ld the
adadn:istratim of the BIW vaccine be cxmt.i.rI)ent at the frEq.Ien::y
of eMPOS'Jre? Is this frEq.Ien::y 444qJt:iate? If this 444uacb is
nat cqop:qa:iate, lIIbat justifi.cati.al can be pz:ovi.ded far an
altel:natiw cqop:ca::h. .

HBV iIJm.mi.zatial shalld be offered to "all workers whose jcDs involve
participation in tasks or activities with exposure to blcxxi or other
body fluids to which universal precautialS apply" [NICS{ 1989a]. '!he
once per m:nt:h exposure criteriat invites dispJtes CNer actual
frequen::y of exposure. It \VOlld peItDi.t high frequency exposure of
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l.D'li.nmmi.zed~ in the event of 1:eJrp:)rary j cj) rotations arran:Jed by
enployees thensP..l.ves or the eaployer to c:over vacations, telIpJrazy
staff shortages, break time, etc.

Furt1'lenIx>re, it is not clear that HEW i..Irm.mi.zation is to be required
for students and ather trainees. 'Ihese personnel should be offered the
HBV vacx::ine in sufficient time to begin the series before first blood
eJqX)SUreS. 'n1ey should not be required to first establish a work .
history of e>cposure aoco~ to saDe frequency of e>cposure criterion.

24. '!be pt'iX&d slaillani nq.rlres that the BBV vaccine be made
available 90 days after the effective date of the starr::tanI. Are
there suffic:i.el'lt cpmtities of the BBV vaccine to vaccinate all
el igibJ.e EIIplayees? Asspi!1J that S1fficient cpmti.ti.es of
vaccine are avai lable, will there be a problEII with the
dist::rihrt:.i. of the vaccine? If SO, shalld there be a phase-in
period? .

Acco~ to infonnal. o::Jllients provided by the major licensed vacx::ine
,marnlfacbJrer, no difficulties are anticipated 0CI'lCert'l..i. either SUR'ly
or clistri.bJt.1on. Licensure of a secxn:I vaccine is expected before the
expected PJblication of a final rule, whidt also ~-ts there will be
no difficulties with vacx::ine SlJR)lies.

25. In pna;p:cq:b (f) Hepltitis B vaccine alii pcst....erpa:me follow-up,
the EIIp1.ayer is required to adIIlinister the vaccine ani provide
effective p:st=exp::&Jre pLq:tIylaxis aecatd.in) to ·slaidard
1:9' '''Eumticnl far medical practice.· Does this dWLca:tl give
sufficient glJidarD! to the EIIp1.ayer em 1GIt DUSt be dale? Far
ex;mpJe, stnl1d the 1qaCf be mm '¥"rlf1c alxut the meanin:J of
-* * * ax~ ed. safe effective * * * ptq:bylaxis * * *? ShaJld
these 1:9 'M'M,edaticnl be these of the u.s. PUblic Health service?

'Ihi.s awroad1 does provide sufficient guidance to the eDPloyer. '!he
details of post-exposure pzeplylaxis accordiIq to "stan:Jard
rec· i.liendations for medical pzactioe" are subject to review and change
on a regular basis. It wculd be awzcpL'iate to cite ale or 1Im'e .
exauples of a.Jn:ent aooeptable rect "liermtions, for exanple those of
the IDm.mizatim Practices Advi.scn:y carmi.ttee (ACIP) of the U.S.P.H.S.
[ACIP 1985: ax: 1987]. 'D1ese c:tlan;Je frail time to time, ard the most
c:::urrent rec:> liliedatia1s sbculd be c:iJseJ:Ved.

26.~ -.rt be ml.ui UI1t to XepaLt mp:BJre incidents if they
fear tbat a»:JtkeLs or otbets my gain a:> to their test
results. Cl5Ia bas i1t:tfmVed. to ndJOl! barriers to the repart:.:iDj
of exposnxe inc:i.dents by r&Jdrin;r that sployee mpdi cal xecxn:ds,
incl.udin:.J test results, be kept canfidentia1 except as required by
law. Has cam. adEqJatel.y ackh eel the issue of canfidentiality?
If nat~ liIbat cDiitimal lIPMPJreS sba11.d be~
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All E!q)loyee medical recx:Jlds, ~1\Xiin;J test results, shalld be kept
confidential. '!be proposed stan:Jard shcW.d be strer'qthened by
requir~ that facilities or E!q)loyers responsible for sudl medical
records develop a written plan to protect confidentiality. Elements of
this plan shalld ~lude, t:ut not be limited to, how records will be
stored and locke::l or othezwi.se secured, who will have acx:=ess to sud1

. records, ani con::li.tia1S for release of infomatiCl'l contained in the
files. Furt:henDore, facilities or E!q)loyers shcW.d demchsLrate
familiarity with and knowl~ of federal, state, and local laws and
regulatims reqardirq the protecti.a1 of these records.

27. '!be bicDazard sigrB nqrlred in pu:ap:cqh (q) (1) (i) do rot: req.rire
the use of the 1IlCl'd "DDqer.. Is it nee ry to req.rire the use
of "'Quqer' or ather cau.ti.cn1l wazn:iJg lIImds in aIder to wam
inlividna1s who DB.Y rot: urdeIslaid the meani.n) of "Bid1azaJ:d'?1I

'!he word "Darger" or other cautionary words are not .necessary•
Train:in:;J required un::1er this regulatia1 shculd result in enployees
underst:an::lin the significance of the biohazard syDi::lol.

28. CSIA~ that infectims wst- be latelled or "J:ed baMBi. II

If infecticus waste is deccntamimted prier to dj'VR'l, stW1.d
<E81l all..ow the label to be rBIEJV'8d fraa the CDtta.iner?

Red bags or other red ccntainers used in lieu of labels or tags shalld
be iIl'pri.nted with the legendI~~CfiS." Persals who are
red-green oolor-blin:l waJ1d be unable to cli..stirqui.sh ordinazy green
garbage, bags fran red bags of infectiaJS waste.

After decantaminatiCl'l wastes no leD;Je1" req.rire labelin:;J or special
hardlin:;J to guard against infectia1. However, safeguards DIJSt be
provide::i to prevent inadvertent or inaRrcPrlate failure to label or
rem:JVa1 of labels. '!here shculd be severe penalties for deliberately
rem:JVin:;J labels inaRrcPrlately or failirg to label. However, after
decontaminatia1 wastes no l~ require labelin:;J or special hardlin:;J
to guard against infectia1.

After decontaminatiat, sharps CCl'1tinJe to pose a risk of injury, t:ut
not infectiat. '!hey should retain identificatia1 as a p:lSSible safety
hazard. Data are very limited a1 the extent of this risk.

NICSH has previously (j iiiienbed [NICSH 1989b] to the 1q3rCf for Toxic
SUbstances and Disease Registry (ATSIR) relative to the ATSIR request
for infonrat.iat pertaini.nJ to health effects of medical waste. As a
related point of infOIDllti.crl, ax: Oa'lSiders it iDportant to use the ax:
definitia1 of infectiaJS waste, which has been adopted by~ in this
proposed role, in preference to the definiticm of medical waste adopted
by EPA and used in the Medical waste 'l'racJdn:;J Act. '!he ax: definition
is based on the epidemiology of disease transmissioo, whereas other
definitia1S are DIJCh broader and irx::lude articles that shalld not
req.rire special han:llin:;J.
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30.

29. c:sa req.llres- that evpcsed EIIplCJ'jeSS be trained. Shcl.Jl d c:sa
~ify~ '1Ji1l j fi.cati.alS- rBJlired far the iniividual~
c:xnl.Jcts the t:ra:inin:J pLUjLam?

~ificatiCl'lS of the trainer shcW.d be specified in general teJ:ms.
'!he trainer shalld be a persa1 who has~ in the subject area,
as documented by objective evidence such as satisfactory ccmpletioo of
relevant trai.ninq COJrSeS or de:;Jree P1'CXj1ams.

'!he trai.ninq pZtgl:am outlined covers those c:xn:epts with whidl all
workers shcul.d be familiar. '!he rule shculd also require that eadl
worker receive trai.ninq specific to those task(s) perfomed in whidl
e>qxsure to blood or other potentially infectioos material can be
reasonably anticipated.

'lhe stamani lIUl1d rEq.tire that all EIIp1Dyees part.i.cipate in the
t:rai.ning' ptCXj1did tIIben they are hh'ed and arnBlly 'thm:eafter.
certain in:Ii.vi"Jills, far ex;mpJe, infectim aaltzol practi.tialers
ar saDB virologists, lJIal1d be evpected to be thm:aJgb1y !ami 1 jar
with saDB of t'be 1IIIterial in the t:ra:inin:J ptCXj1did. Is it
c:q:op1qJl:late to sdJstitute SCIIB Z Tm! of ""leten:y in lieu of
t:ra:inin:J far ttl e in:Ii.vi"mls? If so, tIIbat criteria 1Ilal1.d be
c:q:op1C4Jl:late?

In:lividnal S cxW.d be excllded fran general aspects of trai.ninq for
whidl they '«l1ld be a qualified i.nsb:uctar. However, no euployee
shalld be exerpt fran trai.ninq that pertains to the specific hazards
ani en;ineeri.n; cxrrtrols, work practices, an:! persalill protective
equipDel1t associated with their job duties.

31. In all pzeviaJs <alA bealth stan:Jards, the 1q!Ccy has rBJlired the
EDp1.oyer to bear the cost far all pRWisims of the stamani.
'lhis pi' p2Ied stardard lIICU1d also rBJlire the E!!IIpl.ajer to pay far
all the pRWisims of the stamani. <HIA seeks «' ""sits at this
issue.

OSHA has not made it sufficiently clear in the prqxJSed starnard that
all costs, e.g., the cost of hepatitis B vaocinatioo, are to be boJ:1"le
by the eDployer. Explicit 1arJJuage addressi.n; this point shoold be
ir¥::orporatea into the rule.

'!he exist.in; c:&iA policy of requi.rin;r the eaployer to bear the cost of
all provisicnl of the standard derives cUrect1y fran the statutory
requirements of the 0CCUpati.a1al safety am Health Act. Deviatioo in
this rule frail that statL.ltm'y requirement an:! policy prec8Mnt ccW.d be
defen::lecl ally if it were delDastzated that l«ttker safety ani health
wa1ld be iJIprcved by exomin; the eaployer fran specified costs. No
sudl c::lE!IIalsuaticm has been offered.
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32. In arder to perfam an ea::aaui.c feasibility analysis, it is
helpful to have a f.inailcial ani ea::aaui.c profile of the imust:ries
affected by the stamam. '1he follarinJ infm:DBti.al is recpasted
to aid in that effort. Drta sha.1l.d be prcwi.ded far the last five
years. Drta already sutIIlitted to a:&\ ar Jade Faucett Assodates
(JFA) need I'd: be reshnitted.

a. tIlat were total arrual reYeI'IJeS far ymr faci] ity an:J,Iar
.ild.lsb:y sectar?

No C:) ""Hit at this issue.

b. tblt were the total arrual invest"':iils categarized as
repJac StAat, expansi.a1, Il:dpr'dzat.icn, ani envi..ramEntal.
health ani safety?

No Oi'liEtIt on this issue.

c. lbIt were the retained eam:in:)s, after tax i.ncaDe, total
a eta, stodcbol.ders' &Jlity, net warth, depI:eci.ati.cn charges,
ani debt-E91ity mtias?

No O'"'SIt a1 this issue.

d. tblt were the talal arnal E!IIployment levels ani l.abar
t:umcver far the affected imust:ri.es far the last 5 years?

No oi'i1e 'll al this issue.

33. ua.r "Ol1d an a:&\ stardard far~ evp:8Jre to bloodtxnne
paU&JgEIS affect •• "Ietitia1 in the healt:bcare imustry?

No 0 ""put a1 this issue.

34. ~ ani JFA have pafuiJiEd detailed feasibility analyses far all
in:lJstzy "*'*' Its. n " Ita are reqJPBted with ngard to any other
in:lJstzy SE9'JI1lt:s CD additia1al. iJlleets Wli.cil sballd be c:xn;i.dered
prier to i SfPJ.inJ a final stamard.

No C:nll'&lt a1 this issue.

35. n '",-d:a .. nqJPStsrJ em <BIA's P.relim:inaJ:y Regul.at:aty Inlact
Analysis (1mA), the zepca:t pnpmad by Jack Faucett Asex..i;rt:es,
the ,,-aiM] i:ty of the lll'ipOSEd st:cudim:l ani alteJ:natiws.

No 0 '"'&It a'l this issue.
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36. 'Ihe fo1.l.cIdn:) infcmaatial is nqJPSte! far smll tus:inesBes in
cDiitia'l to the :infcmIBtiat <Elm. has gatbezed.

a. Nla\: 1dms of SIIB1.l tus:inesBes ar arganizatials WDJ1d be
affected by nqul..at.inJ ep:&D"'E!S to blocd ani other
patent:.i.ally infectiaJS DBterials? fbi' lIBIlY sud1 tus:inesBes
are there?

No Oiii'ent at this issue.

b. lrI1i.cb, if arrr, federal mles JIIi!l.Y 01?Jicate, CM!I:"lap, ar
CXI1flict with an <:sa~ CXlD!l.ninq mcp:sn~e to blocd
am aUm: patent:.i.ally infecti,.. JBterials?

Packagin:;J ani labe1in:;J of etiologic agents for interstate shipnent
is govemed by 42 em 72.

Stan:Jards for the tracki.n; and management of medical waste were
pmli.she1 by the EPA in Mard'1 1989 [54 FR 12328].

c. Will diff:i.a1l.ties be eIlClD1teI:ed by SIIBll entities 1lIben
at:t.eqJt:.:inq to CDIply with the stan:Iard? 'ilat recp:irements, if
any, shculd be del eta:J ar siqil i fied far smll entities, llIbile
still ad1i.evinq CXIIpIZable protect.ial far the health of
~ of SIIII1l entities?

No CIlilient at this issue.

d. 'ilat timetable waW:l be dl44q:tdate to allow SIIB1.l entities
sufficient time to CDIply?

No a •••,ent CI"l this issue.

37. CHIA's ImA 'CXI"ltai.nI estiJlBtes of the c::w:~alt level of (X'II'{lJ ian:-e
far vari.aJs prcwisi.cnI. Am tt e est.:bBtes accm:at:e? If mt, by
lIIbat JIIEiUI!I ani to lIIbat extent am EIIp10yers c::w:zalUy pr:cvi.din:J
pmtErtim to their f!IIIJlaYees?

38. 'Ihe NiatlaBl EI1VU'aIDental Poli.cy Act (NEPA) of 1969 (42 U.S.C.
4321 et seq.) aqd.res that each f&leLal~ cc.nddBr the
E!I1Yi.J:'aBEmt inpw+ of DBjar actiCWB sign1ficantly affectinq tlle
cpUity of tb! IuIBn envhu:Dent. Anf petSal bavinq i..nfaI:IBt.i.a,
data, or«' .",elts pert:ai.n:I.n) to pcFRib1e enrircnaental jncects is
invited to Ed:ait thBI al.a1q with SlWlltin) ma-Hltatim to
CHIA. SUCtl i"Ia:ts mitjJt incl\de a positive ar negative
envircnDental. effect that CD1ld result sbcIJ.ld a starDml be
acJcpted; as well as arrr irreversible cx:maibiEilts of natural
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resources.· Also, est:iJIIat:ss of t:ba effect al t:ba level of
hazanbJs paU&JgEiS in t:ba envira'IIIent by the pt. p:se:1~
standan:l am altemati.ves cue recpested.

No C'X'J'!ITPnt on this issue.

39. As disan ad. in sectim IX - 9JIIIB'Y am Explanati.m of the
PI) ":ea1 st:andard am sectim X - PUblic Part:icipat:i.a, CE8A plans
to deYote several days of t:ba p1bl ic hearin) to a disansim of
Hepatitis B vaeeinati.al. ~ seeks written ., ""e iIW wu:::e:chiD)
the ewab of a HBV vacc.inatim ptU)tdlll that will result in a
high dEg:cee of ampl iame of e1 iqible EIIp1oyees.

'!he critical elements of a S'JOOeSsf'ul hepatitis B vaccination prcgram
incl\Xte provisia'l of vaccine at no cost to the employee, an::l at a
locatioo an::l time convenient to the employee. '!his DJJSt be aCCf!'lPi'nied
by a stLag pzo;J1am of educatia'l a'l the risk am~ of HBV
infectia'l an::l the efficacy an::l safety of available vaccines. 'Ihere
shc:ul.d also be active follow-up by the employer to remin:l \I/Orkers when
it is time for the secxn:i an::l third injections in the series. One
additiCllal element of a S'Y'X'PSsfUl ~am is the stLag endorsement of
vaccinatia'l by the leadi.n:J medical authorities at the \I/Ork location:
acceptance has been poor when responsible PtYsicians do net ~ly
~ sud1 pzOJ'cms.

40. ~ bel.i.ewB a bep!ti.tis B vacc.inatim pLOJ'dIII mere EIIp1.ayers
bear the aJSt of the vaccine, DBkB the vaccine available to
EIIp1.oyees at a reascmable time am place, and pccwi.de infm:DBti.m
abaIt the benefits of the vaccine is t:ba most dl44cpdate way to
assm:e that a 1a%ge pe1C&Ila;le of eJ iqible eqUCJ'jeSS cue
vacci.nated. 'Ibe 1tqeIIccy seeks ., '"'eIt al lIIb::!thar this volUl'ltazy
dfPLadl is the CXJlzed:o CiRJLadl.

Vacx:inatia'l is the most appzcpI'iate way to protect workers against
hepatitis B. Pravisicn of the vaccine at no cost to the \I/Orker an::l at
a convenient time an::l place are i.n:iispensable to the S1YreSS of the
iIlmmizatia'l effort. &:1UcatiCllal ptU)tcms al the health c:onsequences
of hepatitis B infection an::l the safety an::l efficacy of the vaccine are
also iJrportant. BecatJSe vaccinatia'l requires a series of injections,
there shcW.cl also be active follow-up by the employer to remin:l \I/Orkers
when it is time for the next injectia'l. .

Vacx:inatia'l shcW.cl be voluntary for all eligible employees.
Vacx:inatim is an irivasive pl1X9trre an::l carries a risk, albeit vert
low, of adverse side effects, possibly incllldi.rq a vert low risk of

.Guillian-Barre Syrdtaae. .It rray also be cbjecti.alable to saDe persons
on religious gra.Jnjs. 1herefore, it wculd be~te to make
vaccinatia'l a cxn:litia'l of employment. Arrt persal, however, who
declines vacx:inatia'l shcA1l.d do so ally with full kncwled:Je of the risks
of disease, disability, an::l death that are thereby inc:urred. Workers
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who decline vao:::i.natiat shalld also unierstand that they can reverse
that decisia'l at any time am participate in the i:ammi.zation program
at no cost to thensP.lves. -

~ af PRE'AMBl.E

IV.B. Hepatitis v.tmses

Begi..nnin:J at page 23048, this sectia'l says little abaIt the risk of
hepatitis delta viros (HI:N) infectia'l: it exw.d note that rXlsexxlTd al
HI1J infectia'l has been reported [Lettau et al. 1986J. 'Ibis reference
is attached for ackii.tia'l to the dcx:ket.

Page 23051. 3rd colJm. 2n:l paraararh: '!he statement that "all. ••AII:S
cases who had received hepatitis B vao:::ine were also '/Df!III'bers of known
AII:S high risk groops" is inprecise. Actually, there is a small rnJlDb::o..r
of AIIS patients in the no identified risk categoly who have :rea!ived
HB vaccine, bIt AIIS sm:veillance data reinforce laJ:x)ratory stlxties
that HB vacx:ine is not a source of HIV transmissiat. In practice, this
questia'l is or seal will be moot, since the plasma~ivedvacx::ine is
passin:} cut of use am is bein:;J replaced with the yeast-derived product
whid1 cannot be a soorce of HIV.

Page 23051. last paragraIil: '!he statement that "prevaocinatiat
testin:}••• to identify previously infected individlP'1s ••• is a
requirement of the pL' p:&ed standaJ:dn is misleadinJ. '!he standaJ:d
requixes eaplC7jf!rS to offer prevaccinatia'l testin:J to all eaplajeeS
(bIt does not mandate that it 1IIJSt be done).

IV. C. IbIBn IDIIuncdefic:i.En:y v:iJ:us

Page 23053. 1st column. 3rd MJ"S!ro"!!dl: '1bere needs to be sane
inticatiat that these plblisbed Leports of 25 \olOrkers represent a
m.inimJm rumi:ler an:! that there are un:k:lubtedly cases not reported in the
Iiterat11re.

Page 23054. Table 1: Up:Jated data, as of June 1989, are provided with
these O'i1,ents [ax: 1989].

Page 23054. 2Di oolum. 3m reraqrm;p: '1bere are at least fwr
pmlisbed case Lepatls of HIV-2 infectioo in the united states
[eoc 1988a]. Also, there may need to be sc:me ackncwledgment that it is
likely that additicmal Iu1man retroviLuses will be di.sccNered in the
future, althcu;Jh this shculd nat d1an;Je the pL' posed LUle.

Page 23054-55. 3rd COllm. 6th mracnam: '!he paragra(:b whid1
describes GraJp N patients iJlplies that HIV wastin.;J syrxlraDe is not
part of the AIIS case definitiat. '!he SE!pt:eDiJer 1987 revisiat :i1d.uded
this as well as HIV encepw.cpthy as AIrS indicator di seases.
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Page 23055. 2ni column: case data for "OCCUpational Exposure ani HIV
Infections" will be provided when testiJoony is presented.

Page 23060. 1st column. 2nd paragraIi1: Hen::lerson [Ex. 6-377,
Ex. 6-352] has had a serocouversian, whid1 is listed as case #8 in this
document [page 23056, Ex. 6-348].

Page 23060. 2ni column. 3rd M'09J"iYt1: Update::l data for ''Healthcare
Workers With AIm" will be provided when testimony is presented.

V. Pn!l..im:inazy .Quantitative Risk h!s zeit

(C) Quantitative h!s malt of HBV Risk

Page 23066. 1st column. 1st puoagrwtl.: 'Dle estiJDate of prqx>rtioo of
the at-risk p:p.11atioo that is inmJne (15% to 30%) is prd:lably high if
cq:plied at an in:1ustry-wi.de level: a rarqa of 10% to 25% may be a
better estimate. In acktitiat, the estim!tes do nat take into a.coomlt
enployee t:uJ:naver in the i..n::h.Jstty: new persa'lS eligible for vaccination
are enterirg the i..n::h.Jstty ani wcW.d ilx:rease the rnnnber at risk.

Page.23066. 2ni co1um. 1st paragraIi1: In the last sentence, a;HA
esti.mates lithe annual HEW infectioo rate••• is between 4.89 ani 6.63 per
1000 exp:JSed workers. II 'Dle c:ou:esp::u:ii.rq esti:aate in Table C (also on
page 23066) is 3.50 to 4.56 per 1000.

(D) Qualitative Ass 'Hit of &IV Risk

Page 23069. 1st column. 2ni M1"i¥'l!j'lj'l: '!he rnmDar of health-care
\lIOrkers that were still unjer i.nvesti.gatiat as of 5epteIriJer 1988 was
97, nat 91. Updated data will be provided as part of a.tr testim:my.

Page 23070. 1st column. 1St M'09J"iYt1: 'Dle general outline of the
foI'Dllla ani its '* "laBits seem correct.

VI. Significance of Risk

Page 23071. 3m column. 1st MNrc:gjl: '!he incorrect iJrplicatiat is
that wastin;J syr&h:UiIE!I is nat part of the AIrS case definitiat.

VII. PJ:e1.bdJm:y~ r"lw+ an:l~ Flexibility
Analysis

Page 23074. Table E.S,-2: Are these rates of o::rrpli.arx:=e accurate,
e.g., 100% carpli.arx:=e aDI:Ilg' funeral seIVioes am corrections
~-..3..~_. .,
LI a...LUi:t'-l.1es.
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b. IldJst:ry Profile

Page 23077, Table 23077: At least two· of the marginal totals are
incorrect, the 'surgical Tech.' row and the 'Irdustrial CiL'lics'
oolumn.

c. Benefit&-Int:ra:b::tia1

we could not suooessfully duplicate all calculations in the hepatitis
portioo of this sectioo, and reo ""end IOOre cx::mplete explanatioo of
calculations. we agree that sec::ornuy seJOm1 transmissioo shalld be
inclu:led in the llCI'XJCX'~tia1ally-iniJn:rihepatitis B estimates and
su:JC:jESt that att:.eDpts be made to estimate cases of perinatal infection
prevented by the st:amard (althcu;)h these \1lO1ld be relatively few in
rnJI!'!l:)p..r) •

Page 23082. 1st CQl\m. 5th nati¥ll"!lOO: '!he rnJlTbp.r of needlesticks and
other exposures might be significantly underestimated, especially given
the paucity of published data•

.... ,~,,-

Page 23983, 3m colJm. 1st na!j!Q'lj!lj1: '!he origin of the estimate that
there are Ill. 7 to 2.1 millim workezs at risk who will nat be protected
by vaccinatim" is unclear.

D. TedDaJcqicaJ FeflsibU i ty

Page 23985, Table VIU-7: Are these rates of cx::mpliance acx:urate,
e.g., 100% ~iance aDJ:I'q funeral services and conections
i.n:DJstries?

Page 23090. 2nd OOlumn. 1st Pf'J"i¥'Ijpjl: Hcrti were the serop:sitivity
rates for HIVand HBV deteImihed?· 'tt1ey are nearly equivalent, which
does not seem correct. HIV serqJIeValerX2 varies tre!menbJsly
d.epen::lirq 00 geograpuc area, raoe;ethni.city, sex, risk group, etc.
Preliminary data frail the sentinel hospital smveillance" system
indicated a raJ'l:1e of serqJIeValerX2 rates frail 0.12% to 0.80%, with a
median of 0.24% [see tte, May 12, 1989 SUf.plement].

Page 23091. Table m-10: '!he oolUDl'l totals for estimated needlesticks
far out1"aJIIb!r that far IIJCDJS DlE5liJrane and q:en wc:und exposures. '!he
accuracy of these data is unknown. 'Ihere is a misprint in the cell
identified by~ - police officers and column = needlesticks.

IX. 911!11BJ'Y and Exp1.anJtial of the Pre p sed Staldiml

Page 23108. 1st cc1lm. last Pf'!j!Q'lj!Ij1: 'ttlere is a possibility that
this role may be misint:ezpreted, possibly leadi.rg to discriminatory
actions directed against covered 'o1lOrkers if there is a mi scau:::ption
that they represent a pc:p.l1atioo at high risk of HBV or HIV infection.
It shalld be made clear here and in elsewhere in the di scJSSion of the
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ratiooale for this prqx:lSed rule that if the :ra=c ililen:je(i precautions
are c±sel:ve:i, the risk of oocupaticnal infection will be low, an:! that
covered workers shalld not be treated as a new cateqoty of persons at
high risk of HBV or HIV infection.

Page 23108, 200 CDlumn, 4th paragraW: sutstanti.al crmrent has been
made~ the desire of scme health-eare workers to krXJW the HBV
an:! HIV serologic status of in:tividual patients. sane P'iysicians,
hospitals, an:! ather i..nterested parties have even advocated denial of
seJ:Vices withaIt such testin;. While this paragrap1. in:li.rectly
ackiresses the issue, it CCA.l1d Dm'e directly state that these practices
have been rejected ani are not reo"iierOad or accepted practice. - 'nle
inevitability of urdiagncsecl infecticrs \«W.d reOOer these sc:reeni.ng
pro;ratts ineffective ard potenti.al.ly~ve. '!his was a
major factor in the adcpt:.:i.al of the a:a¥::ept of universal precautions,
ac:x:::ord.:in;1 to whidl all blood am ather potenti.al.ly infectioos material
is treated as if it were known to be inf~c:us.

Page 23112. 3m CDlumn. 2l1i paragraW: Referrin;J to the reoentl.y
published Guioo) ines for PreyentiCll of 'l"r?mfBnj §!Sian of Human
Ilm!Jrpdeficiery;y Vixus ard HePatitis B ViJ:us to Hea1th=Care and
Public=5afety Workers [NIOOR 1989a], OOHA invited coment (page 23112)
lion whether the ptcp:sed definitiCll of 'other potentially infectious
materials' should be amen:ied to make it ooosistent with the
guidelines." similarly, OSHA requested 0 ,,"ent (page 23042) 1'TNhere
these guidelines differ with the pIc:p:sed requ..ireDents of this stamard

_(e.g., whidl b:dy fluids req.U.re the use of prec:auticrs in emergen:y
situatialS.)" 'Ibese issues are addressed in respcn;e to question #9.

Page 23114. 2l1i CDlurgn. 2m mP¥P"3D': In the diSClSSion of Methods of
~1i.aB:2, ClXIA sha1ld estPlasize the~ of barriers to skin
contact, while at the same time avoi.cli.D) an ~lication that gloves are
the only acceptable barrier for the haR:!s. Often, gloves clearly are
the preferred barrier to hard <XI'1tact, DIt there also are situations in
whidl the bards can be adequately protected by other barriers. For
~le, a drop of blood can be safely wiped fran a camter top with an
absorDen1: material JOOi.stened with a disinfectant. '!he material used to
wipe the blocxi can be an effective barrier. When rem:winq a ban;kid
fran a venip.n::ture site, the barDai.d itself is a barrier.

Page 23119. 1st CDlumn. 2rr:i paragradl.: OOHA in:ludes I=h1ebotany aItDI'q
the "exaDples of t:asJcs whidl require the use of gloves. II ax:
reo "ilems (ax: 1988b] latitLxie in glove use for puebotany:

IIGloves should always be available to health-care workers~ wish
to use them for puebotany. In acktitiCll, the follow~ gene.ral
guidelines awly:

1. . Use gloves for perfo~ puebotany when the health-care
worker has cuts, scratdles, or other breaks in hisjher
skin.
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2. Use gloves in situatioos where the health-care TNOrker
j1Jli:1es that harxi contami.nation .with blood may occur, for
exanple, when perfoJ:1lli.ri;J phleb:Jtcmy on an ~tive
patient.

3. Use gloves for performin:] fi.n:;Jer an;Vor heel sticks on
infants an:! dlildren.

4. Use gloves when persa1S are receiv~ training in
~eb:Jtcmy• "

Page 23129. 1st column, 3rd paraqram: OOHA is correct to require that
TNOrkers be infonned when harrll~ mterials or containers of materials
that require ci:lservation of universal precautia'1S. It is ~ropriate·

to inform workers of the nature of these materials with tags or
lal:Jels. ~, use of the biohazard syDiJol is iJ1al:prcpriate for this
p.n'lX1Se. Use of this syu:bol should be reserved for instances when an
etiologic agent is known to be present, as in laboratories. Paragrapl

.' (g) (1) (i) of this prqxJSed role requires postirg of laboratories in
accordance with this prin::iple. However, the labels required un::Jer
paragraph (g) (1) (ii) are for the pmpose of advisin;J the worker only

,·that the oontents of the labeled cart:ainer require universal
, precautiCX1S.In O'''iEJlts on paragraph (g) (1) (ii) of the regulatory

text, we have~ that these labels be color-coded and bear the
legend ''UNIVERSAL Rm:Al1I'I(H;." If CSHA juck;Jes that saDe easily
~zable syDiJol is also required, a unique syni:lol should be
designed for the pnp:se.

Page 23129, 1st column, last par 'il9XNb: OSHA invites Oliiiri!t on
designa~ the HBV or HIV infectious status of a patient or specimen.
CSHA asks whether signs an:! labels should be prohibited, required, or
di.screti.aliUY for this p.tZpOSe. Signs and labels for this p.lrp)Se
should be prctlibited because this use WDlld be cootrary to the c:x:n:ept
of universal precautiCX1S: all blood or other potentially infectious
material is to be treated identically, i.e., as if known to be .
infectious. Handsfield et ale (1987] IepJrt::ed that use of bidlazard
labels to differentiate infectious frail ncninfectious laboratory
specimens ''may actually enhance the risk of infection of health care
TNOrkers by contrib.lt.irq to a false sense of security and fosterin;J
eatt=llacency in the handlin; of unlabeled specimens. we therefore
reo IillEtd that biohazard labelil"q nat be Eq)loyed to denote specimens
fran patients with HBV or HIV infectial••• "

c:x:MmfIS af :RI!DlI1mEC TEXT

(b) Defini.t.iaB

Def1n!tiCl'lS that should be ad1ed to paragraph (b) are:

"Contaminate" means to soU with blood or ather potentially
infectious mterial.

-23-



"Deoontami.nate" means l~i..rg the concentration of bloodborne
pa~ by rem:wal. or inactivatioo, eliminati.Ig infectivity ani
ren:ieri..rg material safe for further hardli..rg.

In definitiCll (2) of "other potentially infectious materials, II both
parenthetical qualificatiCllS are superfluoos. '!his should read siJIply:

IIArrj unfixed human tissue or organ. II

the definitioo of "Sharps" should be broadened by replaci..rg ''broken
capillary tubes" with ''broken glass."

(c) Infectim Q:altrol

Paragra(:b (c) (1) (ii) should read:

"Eac:h euployer shall identify an:i dooJl!1P'lt all enployees with
<:XX:' lpatialal exposure."

It is not encAJgh to siDply identify these ''positiCllS'' in whidl
<:XX:' lpatianal expcsJreS occur. It is essential to identify eadl
in:tividual W'bo perfOI'1DS duties in whidl exposure to blood or other
potentially infectious material can be reasalably anticipated. '!his
paragrapt can then seIVe as the trigger ("All persa1S identified in
accoI"Cla1'De with pa.ragz'alil (e) (1) (ii) shalL •• II) by whidl the enployee
qualifies for other pravisiCllS of this :rule, e.g., HBV iJ1m..mi.zation,
tra.i.n.irq, etc.

Paragra(:b (e) (2) (ii) should include a new sul:pragraph (C) that reads:

"(C) 'nle methcd for evaluati..rg the circumstances surt"'CU"rli.
exposure incidents or other significant failures of oontrols to
identify an:i iJrplement arrt dlan;Jes in policies or prtX8iures that
may be required to prevent recunerJCeS of similar incidents. II

As written, the pn:posed :rule contains no provision for rerre1ial action
by the euployer followin; an exposure incident. A requirement for the
errployer to evaluate exposure incidents an:i dete!:mine ways in whidl
similar expcsJreS can be preventecl in the future should be a part of
the infectia'l culLtol plan.

Paragra(:b (e) (2) (iii) shaIld read:

'''Ihis infectia'l aalltol plan shall be reviewed an:i updated at
least armually or as necessary to reflect significant dlan;Jes in
tasks, procedtlres, or.persamel. II
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CSHA shculd require review of the infection control plan at least orx::e
each year, or on scme other specified sd1edule, as well as whenever
warranted by charges in the \¥Orkplace. In acktition to charges in tasks
or procedures, persame.l d'lar¥;es shaJld be a basis for review. At
least a detenni.nation of expcsure un::Jer paragrclIXl (c) (1) sha.1ld be
required for all new persame.l an:i for all d'1anqes of job assignments.

(d) Methods of C)"mpl iance

Paragnq:tl (d) (1) shalld read:

''Universal precautions shall be c:tlSeIved to prevent contact with
blood an:i other potentially infectious materials."

'Dle exception provide::! in this prqnsal followin; these \¥Ords aR'lies
not to the general OOIlCEpt of lD"liversal precautions, bJt to the use of
persooal protective equipoent lDl:Jer rare an:i relatively limited
c:ircumstan::es. 'lbese c:ircumstan::es an:i the exception to manjatozy use
of protective devices \o.Olld be better ad::lressed, as ootl.ined belO"l, in

~ParagrClIXl (d) (3) under a new~ (ii) dealirg specifically
with the use of persooal protective equi.pDent.

Paragrcq:b (d) (2) shCIuld incl1.de a new~ inserted after the
exi.stirg~ (i) that reads:

"Eltplayers shall provide a means for handwashi.rr;J. When
han::iwashin; facilities (sink with IUI'11'1in:J water an:i soap) are not
feasible, the eaployer shall provide antiseptic han:l cleanser that
does not require the use of water. Cloth or paper te:JliWeJ.s shall be
provided."

Paragrcq:b (d) (2) (ii) shcW.d read:

"Eltployees shall wash their hands imediately or as soan as
p:lSSible after rem::JVa1 of gloves or other persooal protective
equi.pDent. "

Paragrcq:b (d) (2) should in::l.ude a new~ inserted after the
exi.stirg sutparagrap1 (ii) (DXlified as SUOJlJE!=t-t:ed alxJve)that reads:

"Eltployees shall inmpdiately wash hands and any other skin· or
UlXXIJS lilE!lliJLane that b8) lies CXII1taminated with blood or other
potentially infectiaJS material. In the event that outer gannents
are peneb:ated by blood or ather potentially infectious material,
the CXII1taminated cloth.in;J shall be removed and the skin washed
imediately or as quickly as practicable."

Paragrcq:b (d) (2) (iv) shcW.d pennit the use of devices for the
medlani.cal removal an:i disposal of needles, pezmi.t the resheathil'g of
needles for medical practices for which there are no alternatives
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(e.g., blcx:d gas syrin1es, blcx:d cultures), and pemit raIKJVal. of
resheathed needles durirg those pzoo3dure9 that require it:

"Used needles and ather shal:ps shall not be sheared, bent, broken,
~, resheathed by hard, or I"E!1OOVed fran disposable needles
by hard unless there is no alterna.tive ani the. action is required
by a specific medical pzo:'Sdl1re."

Paragraph (d) (3) (i) should read:

"Provision. When there is a potential for oocupational exposure,
the enplayer shall provide .~iate perscnal protective
ao"II • .;.............. "
~~.'-...

Paragraph (d) (3) should incll.XJe a new~ (ii) that reads:

II (ii) Y§§. 'Ihe enplayer shall ensure that the euployee uses
~iate perscnal protective equipnent.

II (A) 'Ihe enployee my t;e1lorarUy ani briefly decline to use
perscnal protective equipDent if,~ rare ani exceptional
cirt:::uD&tara!s, it is the enployee's professional jn;;JAient that in
the specific instance their use would prevent the prcper delivezy
of health-care or public safety sezvioe or pose a greater hazard
to· the safety of the euployee or~.

"(B) UID!r emergen:y ani other uncontrolled or unpIedictable
cirt:::uD&tara!s in which differentiatiCll between fluid types is
diffioJ1t or iJIplssible, the enployee shall treat all body fluids
as potentially hazardc:AJs."

Paragraph (d) (3) (v) shc:uld read:

"Gloves. Gloves shall be worn when the Eq)loyee can reasalably
anticipate direct CXI'Itact of the hands with blcx:d, ••• "

Paragraph (d) (3) (vi) should read:

''Ms!W. Eve Prrrt'ertlCll. an:i Face Shields. Masks arn•..spray,
spatter, or droplets of blcx:d or ather••• "

Paragraph (d) (3) (vii) (A) should read:

"Gowns, lab coats, apzalS, or simi Jar outer ganoents shall be worn
if there is••• "

Paragraph (d) (4) (ii) (B) should read:

" ••• 'Dlese c:averin;; shall be removed at the end of the worK shift
or at the ern of a procedure if overtly ocntaminated. 'l11ey shall
be remcved arn replace::l between patients if there is a potential
need to han:Ue the oaverin:Js durirg treatment."
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Paragraph (d) (4) (ii) (D) should read:

II ••• and disinfected on a regularly scheduled· basis. I'

Trash CXIl1tainers have not been inplicated in the transmission of
bloodbome pathogens: routine clean:irg is adequate. '!here is no need
to clean and disinfect 'inmediately after visible contamination.

Paragraph (d) (4) (ii) (F) should be placed unjer (d) (2) ~ineeriIg and
Work Practice COntrols.

Paragrap1s (d) (4) (iii) (8) and (d) (4) (iii) (8) (2) should be revised so
they do not preclude the possibility of E!IIplcyin; reusable CXIl1tainers
if pro:e:1ures are devised that do nat increase the risk of p.n::ture
wcun::ls. .

"(8) Tl!Inpdiately after use, sharps shall be d; sposed of in
closable, p.n::ture resistant CXIl1tainers that are•..

(2) 'Ihese containers shall be replaoecl or erptied routinely and
not alla.ved to overfill. II

PaI'agrapl (d) (4) (iv) (A) shculd be revised to read:

II •••or may CXII'1tain cxntaminated shaJ:ps shall be han:Ued as little
as possible and with a minimJm of agitation. II

(e) HIV am HIJI/ p s arch Iabarataries am Pnrirtim Facilities

PaI'agrapl (e) (2) (i) shculd read:

"f?'!7v!'ani micrOOiologia] practices. All infectious liquid or
solid waste shall be decx:::Iltami.nted, autoclaved, incinerated, or
treated with ClfPlqn'iate chemical agents."

PaI'agrapl (e) (2) (ii) (F) should read:

" •••No work with these potentially concentrated materials shall be
ccn::hJcted em the cpen bench. II

PaI'agrapl (e) (2) (ii) (F) should read:

"I..al:Jarat:my coats•.•shall not be wom aItside of the work area. II

DecontaminatiCl'l of lal.1l1drY prior to washi.rg is unnecessary.

PaI'agrapl (e) (2) (ii) (H) should read:

"All waste frail work areas includi.n;J animal I'CXIDS shall be
incinerated, autoclaved, or decx:::Iltami.nted before clisposal."
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Paragraph (e) (2) (ii) (J) shalld read:

"Hypodermic needles••• in a ~resistant container am
incinerated, autoclaved, or deccrltaminated before bein;} discarded
or reused."

Paragraph (e) (3) (i) shcul.d read:

"Fadl laboratoty shall <:XIltain a sink for han:i~ am an eye
wash fcuntai.n."

(f) HepIt1tis B vaeeinati.a1 ani Post~ Fal.lDIr-up

Paragraph (f) (1) (i) shcul.d read:

l"!he enployer shall make hepatitis B vaccination available to all
enployees identified in accoI"dan::e with paragraP1 (c) (1) (ii), an::!
post-exposure follow-up to all enployees with an exDtpational
exposure incident."

Paragraph (f) (1) (iii) should read:

l"!he eaployer shall provide all evaluatioos, pz:ooeiures,
vaccinatioos, ani post-exposure manageheIt at no CXJSt to the
eaployee, at a reasa1able time ani place, ani accordi.rJ;J to
st.an:!ard r81:¥ 'ii'erdatioos for DEdical practice."

Paragraph (f) (2) (i) shcul.d read:

I'HBV vaccination shall be offered to all eaployees identified in
accordance with paragrapt (c) (1) (ii), l.m1ess the eaployee has
previously received the o::uplete primazy vaccination series or
un! "'......~~, ~~~..- IIess ~&~Z ~~~ •••

Paragraph (f) (2) (ii) shcul.d read:

" ••• If the eaployee is foum to be .iJrmJne to HEW by virtue of
adequate antiJ:x:ldy titer, as defined~ to a.1rrent stamards
of medica.l practice, then the eaployer••• "

Par4¥ (f) (3) is unclear as written. 'Ihi.s seems to require that all
enployees 1IIJSt be provided with the report described in subsequent
~apw. 'D1is paragrapt shcu1d read:

"Follawinqa lepJL't of an eJqIClSUl'e incident, the eaployer shall
make available to the exposed eaployee a confidential medical
evaluation ani foll~••• "
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Paragraph (f) (3) (i) should read:

II[):)O JJDf!lltatioo of the route (s) of exposure ani the ci..raJm:stanc:e
under whidl the exposure oo::urred."

'!his part of the post-exposure folla.rHJP report should be made
available to the infectioo control cx:mnittee or other respollsible bcxly
for study an:! evaluatioo of workplace practices ani prcce:!ures to
determine whether similar cxx:urrenoes can be avoided in the future.
'!he HBV' an:! HIV status of the source patient, as Y.'e1l as 1rhe identities
of the source patient an:! affected hea1th-e:are worker are irrelevant to
this evaluatioo, an:! should nat be prcvi.ded to the infectioo control
cx:mnittee. Deterlni.natioo of HBV an:! HIV status is covered in
(f) (3) (ii) •

Paragraph (f) (3) (ii) should read:

"liB\' an:! HIV anti.1:x:dy status of the source patient (s), if known.
If the source patient can be determined an:! pennission••. preserx::le

,__ ",' of HI\1 or HBV infection in accordance with current- stan:lards of
medical practice."

Paragraph (f) (3) (iv) should be revised to read:

"Follow-up•••am effective post-exposure medical management,
ac:x:ordin:) to anTent stardaJ:ds of medical practice. 'ntis should
:iId.ooe administratioo of hepatitis B vaccine to ant persal who
has nat previcusly c::x:qJleted the primary vaccinatioo series."

OJrrentl.y, there is no known "safe ani effective post-exposure
pI'C::Plylaxis" in the case of HIV exposure. Administratioo of the HB
vaccine followi.n'J an exposure incident is also sttongly I'eC> iiiien:led if
the eJqXJSed persa1 has nat been previously imJunized.

Paragrapls (f) (5) (i) ani (iii) are repetitive. 'Dlese should be
CCIliJined in a new suq&~agzcq:tJ. (i) readin;J:

"Specificf~ or cii.agrn;es that relate to the advisability of
or need for HBV iImunizatioo, ani the lilYsician's reoiiiierdation
for or against hepatitis B vae:x::inatioo for that E!q)loyee. All
otherf~ ani diagnoses shall remain CXJl'lfidential."

Paragraph (f) (5) (li) sha1ld be revised to read:

"A statement that••• the euployee has been c:omseled al:JaIt ant
medical cx:niitiat•••ani at arrt need for further evaluatioo or
treatment. "
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(9) Q:auni.cat.i.a, of Hazards to EDployees

Paragrapl (g) (1) (ii) (A) is unclear as to whether OSHA :irltenjs to
require label~ of priminy contai.ners of blood or other potentially
infectiQJS material. '!his shalld read:

''Wanlirg labels shall be affixed to contai.ners of infectious
waste; refrigerators an:i freezers containirg blood an:i other
potentially infectiOJS materials; an:i secx:niary am tertiary
contai.ners used to store or transport••• II

Paragrapl (g) (1) (ii) (B) should read:

"labels required by this sectial shall include the follCJWi.n3'
legeR:l:

As discussed in resp::mse to ()Jesti.on 12 an:i relative to page 23129 of
the PreaDi:>le, the biohazard sydJol, as specified in paragraP1
(g) (1) (i), should be reseJ:Ved for use when an etiologic agent is knc7.m
to be present, sudl as in a laboratory. Use of the biohazard sydJol is
not re::> ""ended. to designate materials that require \¥erker's to c:::b3ezve
universal precautialS.

Paragrapl (g) (1) (ii) (E) shculd read:

''Red bags or red contai.ners ilIprinted with the 'UNIVER;AL
PREX:X71'I(H;' leqen:l may be substituted for labels on ccntai.ners of
infectiOJS waste."

Paragrapl (g) (1) (ii) (F) is urx:lear. Presumably, the intent is to
exerrpt blood am blood products that have been screened for HB'V am HIV
antilxxties an:i are released for clinical use. To make that clear, this
should read:

"centai.ners of blood•••am have been released for transfusion or
other clinical use are exeapted fran the••• "

(h)~

Reru.mtler exi..stin;J SlJtp!ragraph (1) (iv) as (1) (v) am insert a new
(1) (iv):

'''!he eqaoyer shall develc:p a written plan to protect the
confidentiality of medical records. 'Ihi.s plan shall include, but
not be limited to, how recoz:ds will be stored ani locked or
othezwi.se secured, who will have access to sud1 records,
con:litia1S for release of infonnatioo contained in the files, ani
a SUITlMry of federal, state, ani lcx:al laws am requlations
~ to the protectioo of these records."
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