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INTRODUCTION

The National Institute for Occupational Safety and Health (NIOSH), the
Center for Infectious Disease (CID), the Office of Biosafety (CBS), ard
cother Centers ard Offices in the Centers for Disease Control (CDC) have
reviewed the Occupational Safety and Health Administration’s (OSHA's)
proposed rule ard notice of public hearing for occupaticnal exposure to
bloodborme pathogens, published May 30, 1989, in the Federal Register
(54 FR 23042], We are pleased to provide comments in respanse to this
proposed rule.

This rulemaking activity by OSHA is extremely important to the health
and safety of workers in the healthcare industry. Focusing as it does
on the risks of occaupational transmission of bloodborme pathogens,
primarily hepatitis B virus (HBV) and human immmodeficiency virus
(HIV), the rule is both timely and respansive to a significant risk of
morbidity and mortality. However, there are many other infectiocus
disease hazards in these workplaces that are not directly addressed by
this propcsed rule. OSHA and healthcare employers should regard this
rule as anly a small part of a larger pregram to control infectiocus
disease hazards to employees and patients.

Furthermore, ths hea.].ttx:a.re workplace has mmercus ard diverse safety
ard health hazards unrelated to infectious agents. Examples are
exposure to chemicals (including carcinogenic and matagenic
substances), physical agents (e.g., icnizing and nonionizing radiation,
heat, noise), injuries (e.g., falls, lacerations, punctures), fires,
electrocuticns, explosion hazards, and stress (ergoncmic and
psychologic). These issues were reviewed in the recent piblication,
Guidelines fo ing the Sa of Health Care Workers
[NIGSH 1988].

SPECTFIC ISSIES OF OONCERN TO GSHA

1. Are th== any bloodharma pathogens in addition to the ones
discr:esd in section IV, Health Effects, that present a risk to
employees with cooupaticmal expomure to blood? If so, what are
these pathogena, and what evidence is available that they present a
potenttial or actial risk to employees?

The standard addresses little attention to hepatitis delta virus (HIV)
infection, although it does acknowledge the deperdence of HIV on
hepatitis B virus (HBV), ttat}mVatagnertsthesarerityofamteam
chronic HBY infection, ard that prevention of HBV and other blocdborne
diseases will prevent HIV infection. The transmission of HDV in the -
health—care setting has been described [Lettau et al. 1986]. The
impact of HIW infection has been incorporated into the HBV risk
assessment section.






2. Are there additional stidies or case reports on HBV and HIV that
should be included in the health effects amalysis? If so, what are

they? msm&qatﬁyrmsmunmltsofavauahle
epidemiologic and case studies?

There are many HBV and HIV studies and case reports in the literature.
The proposed standard adequately represemnts the salient features of
these articles. Current national AIDS case surveillance data are
provided with these caments (CDC 1989). Detailed surveillance data
pertaining to health-care workers with AIDS will be updated and
provided as part of our testimony.

3. Furltsa@uficarmofnskdetemnnhm OSHA considered

possibility of infecting others (sewizal pariners, neswbarns) and the
possibility of becoming an HBV carrier, should GSHA consider HBV
infection as a material impairment of health?

Infection with HBV should be regarded as a material impairment of
health, regardless of the ultimate clinical course of that infection.
The potential consequences of HBV infection are grave. Rurthermore,
the risk of secondary infecticn by sexual [Redeker et al. 1975] or
perinatal [Tong et al. 1981) exposure to persans with acute HBV
infection is well documented, and is present for both cases with
symptams as well as those without symptoms.

4. Has OSHA employed the correct methodology for determining the
quantitative and qualitative risks of exposure? Are altermative
risk assessments available? Are there damographic factors which
shauld be controlled for in estimating the badoground risk for
HBV?

The methexis used to determine risk of occupational exposure to HBV are
correct. The estimates made are generally accurate and appropriate.
Althaugh some estimates might be adjusted scmewhat, the overall
calaulations would not be substantially changed.

The anly demographic factors which clearly influence risk of acute HBV
infection are sex (men have 1.5~ to 2-fold higher risk than women) and
race/ethnicity, with blacks at several-fold higher risk of HBV
infection than Caucasians (McQuillan et al., in press]. Adjustment for
these factors prubably would have only a minor effect on the estimated
risk. Because the hospital workforce is predaominamtly female — 77%
compared with 40% for the total workforce (Gun 1983] — this might
increase risk attrilutable to occupational exposure.



5. GSHA has chosen to protect employees fram bloodborne pathogens by
requiring that they be protected fram exposure to blood and other
potentially infectious materials. ' Is this the correct approach ard
is it the most protective approach? If not, what other approach
should be employed?

OSHA is correct to adopt the approach of requiring that workers be
protected from exposure to blood or other potentially infectious
materials, and this should apply to any industry or occupation where
such exposure can be reasonably anticipated. Protection of workers
against reasonably ant1c1pated exposure to blood and other potentially
infectious materials is the only practical approach, and prmud&s the
best available protectiaon to workers.

Effective immmization is available anly for hepatitis B. However, the
art:bodyrespcrsemmadeqtntetocmfermtymappmmately 5%
of those vaccinated. As shown by OSHA in the risk assessment, the
residual risk of HBV infection in a vaccinated workforce would be
sufficient to require enforcvement of mandatory universal precautions
even if hepatitis B infection were the only concern. Because there are
no alternatives for protection against other bloodborme pathogens, most
notably HIV, prevention of exposure to blood or other potentially
infectious material would be required even if all workers received a
100% efficacious HBV vaccine.

6. The scepe of the proposed standard would be based an occcugpatiomal
exposure to blood and other potentially infectiocus materials,
whether ar not the individual is employed in the healthcare
industry. Is this approach the most protective? Will another

provide greater protection? Should the scope of the
stardard be limited to cne (or a few) industries?

This is the most protective approach. The scope of the regqulation
should not be based on employment in one or a few specified
industries. OSHA is correct in defining the scope in terms of
reasonably anticipated ococupational exposure to blood or other
potentially infectious material. These exposures occur predaminantly
but not exclusively in the healthcare industry. Healthcare workers may
therefore be most camxonly at risk, but it is their blood exposure, not
the industry in which they are exposed, that places them at risk.
Regardless of the industry in which they may be exposed, all workers
with reasonably anticipated occupational exposure to blood or other

. potentially infectious material should be included in the scope of this
rule.



7. In addition to law enfarcement persamel, firefighters, and
corrections persamel, are there any other coccupations with
potential for exposure that are predominantly or entirely confined
to the public (federal, state, or local) sector? If so, do they
perfom tasks ar procedures that are unique and require special
protective measures that are not addressed by this standard? If
so, what are these protective measres?

ILaboratory specimens may be transported to clinical or diagnostic
laboratories both by public (U.S. Postal Service) and private sector
carriers (e.g., Federal Express, United Parcel Service). Same of these
workers may be exposed to blood or other potentially infectious
materials if the contents of packages leak due to improper packaging or
damage in transit. It is not apparent that such exposure constitutes
significant risk of disease transmission. Standard measures, primarily
gloves as provided for in this rule, would provide adequate protectian
if used with packages whose contents are leaking on the assumption that
the materials could be infectious. Those packages can be placed in
transparent plastic bags for further handling.

8. What circumstances unique to law enfarcemert and correction
officers place these employees at risk of exposure to blood and
other potentially infectious materjals? what, if any, additional
mq:um:tsarenee@dtomininizeorelini:ﬂtatheaemmas?
What, if any additional training should be required? what can be
done to ensure that persanal protective equipment is available when
ad where it is needed?

See respanse to question #9.

9. Wwhat ciramstances unique to firefighters, emergency medical
technicians and paramedics place these employees at risk for
exposure to blood and other potenmtially infectious materials?
what, if any, additional requirements are needed to minimize ar
elimnateﬂtsem? what, if any, additioml training
should be required? What can be done to ensure that persamal
protective clothing and equipment is avajlable when and where it is
needed?

NIOSH has previcusly addressed these issues in two documents developed
and forwarded to OSHA in accordance with the Health Gmibus Programs
Extens:tm of 1988 (PL 100-607] Guidelines for Prevention of

(EbdnbltslSarﬂlsmtlnCBHAdodcstforthlsmlemklrg) Specxflc
recammendations are made in these Guidelines that are tailored to the
needs and working conditions encountered by public safety, emergency

response, and corrections persamel.



CSHA requested cament (page 23042) "where these guidelines differ with
tl‘lépmpcsedreqmmntsofﬂnsstarﬂa:ﬂ (e.g., which body fluids
require the use of precautions in emergency situations.)" OSHA also
irvited coment (page 23112) "on whether the proposed definition of
‘other potentially infectious materials’ should be amended to make it
consistent with the quidelines." The Guidelines are not inconsistent
with previcus COC definitions of other potentially infectiocus

- materials. They do, however, recognize that public safety and
emergency response persamel often work under caxditions that preclude
informed judgmernts regarding the type of body fluid present. The
Guidelines therefore recammerd that whenever "emergency medical and
public-safety workers encounter body fluids under uncantrolled,
emergency ciraumstances in which differentiation between fluid types is
difficult, if not impossible, they should treat all body fluids as
potentially hazardous." This is not a question of definition, but
rather ane of judgement and flexibility in a particular situation.

- 10. 'mereisevimmatmnayhetnmmittedthm:ghmmnhmeast
milk. Are employees at risk of infection due to exposure to hman
breast milk? If so, what tasks ar procedures do they perfarm that
place them at risk? what special protective measures, if any,
should be required for these amployees?

There probably is a need to include same mention of human breast milk
as a "special® situation; i.e., whereas universal precautions
ordinarily are not required, gloves may be worn by workers in
situations where exposure to breast milk might be frequent cr intense,
such as in breast milk banks. There is no evidence that health-care
workers are at risk of infecticn because of contact with breast milk.
The only reported cases have been in infants who are breast feeding and
who, therefore, have mucous membrane exposures to large volumes of
breastmlkorexposrmtomatemalbloodthmxghﬁss:rsmtﬂe
mother’s breast.

11. Throughout the proposal, OSHA uses the terms “cartaminated®™ and
"decontaminated. ® Amthmatmclearlymﬂe:stou:l’ Should
csmdefimtheset:m? If so, what are the

- These terms should be defined as proposed below in the caments on the
requlatory text. "Contaminated" should refer to the presence on an
item of a bloodborne pathogen or fluid requiring wuniversal precautions,
such that hardling the item might constitute a risk of disease
transmission., “Decuntamination® refers to lowering the concentration
of bloodborme pathogens by removal or inactivation, rendering the item

. safe to hardle.



The term "contaminated” is not usually appropriate in reference to
linen or cother laundry, as these items have not been implicated in the
transmission of bloodborne disease. "Soiled" is a more appropriate
term in reference to laundry, referring to laurndry that has been used.
Standard practice calls.for minimal handling and agitation of laundry
in patient care areas because soiled linens and other laundry may
present a risk of nosocamial infection, but not with bloodborne
pathogens. Gloves or cther protective equipment are not required for
handling linens or other laundry that is merely soiled.

Laundry should be considered comtaminated only if blood or other fluids
requiring universal precautions are present. It is these fluids that
are a cancern, not the linen per se. A person changing an individual
sheet can easily see if the sheet is contaminated, and if it is can
determine whether gloves or other protective clothing is required, or
whether the uncontaminated portion of the sheet provides and adequate
barrier. Laundry that is grossly cantaminated should be transported in
such a way as to prevent leakage, but it is not necessary to require
"eakproof! bags for laudry. It is sufficient to require that bags
"must be of sufficient quality to functionally contain wet or soiled
laundry without outer conmtamination of the bag." Such bags need not be
labeled, and persons transporting these bags do not require personal
protective clothing or barrier precautions in addition to the bags.,
These concepts should be carried over to other parts of this document
that discuss labeling laundry and special handling practices.

On the other harxl, a persan in the laundry roam, handling large volumes
of laundry, might not see a grossly bloody sheet before contact.
Furthermore, improperly discarded sharps may be present, placing
laundry workers at risk of puncture wounds and lacerations that might
transmit bloodbornme disease. Strict enforcement of regulations
governing disposal of used sharps is necessary to minimize this risk.
However, even with strict enforcement of sharps disposal policies,
workers in laurndry rooms should use personal protective equipment
(e.g., heavy duty utility gloves) when processing soiled laurdry.

12, 'meprq:asedstzr:hrdnnhxhsanmberofregnmltsmmg

It is appropriate to require a cambination of administrative,
engineering, and work practice controls along with persanal protective
equipmernt to manage these risks (NIOSH 1983].



It is important to recognize that no single action or control measure
is sufficient to remove the risk of infection. Vaccination is the
single most effective action possible to prevent HBV infection, but it
is not totally effective. Protection against Hiv and other bloodborne
pathogens requires a spectrum of applicable engineering controls, work
practices, and personal protective devices in all activities inwvolving
expcosure to blood or other potentially infectious material.

The proposed infection camtrol plan, training, and use of signs ard
labels are essential elememnts in reinforcing this necessity in the
minds of employers as well as emplcyees. Medical follow=up of exposure -
incidents as proposed is essential to minimize any adverse consequences
whenever prevention fails and a worker is exposed to potentially

As written, the provisions for the infectiaon control plan
-(paragraph (c)(2)] are madequate in that the plan includes no

for pericdic review, for evaluation of the duties of new
employees to identify those whose tasks will entail occupational
exposure to blood or other potentially infectiocus material, for making
copies of written instituitional policies and procecures available to
the employee, or for evaluation of the ciraumstances of exposure
© incidents to determine whether changes in policies or practices are
needed to prevent recurrences of similar incidents.

These last two amissions are particularly sericus. Protocols should be
established to formally ard systematically evaluate all exposure
mc1dentsarﬂotherfailuresofccmtrolssothatanycmttrm:tory
deficiencies in institutional policies and procedures can be identified
and corrected. It is equally essential that institutional policies and
procedures be available to all employees in writing. This should
include written job-speclfic standard operating procedures. These
could be collected in a bicsafety mamual specific to a work site. This
marmal would contain warnings and protocols for safe procedures as well
as other specific safety instructions: it would serve as an ansite
adjunct to the overall infection contrel plan, would reinforce
educational programs, and should be used in mardated training programs.

Signs and labels are discussed in relation to page 23129 of the
Preamble. While it is appropriate to inform workers of potential
infectious hazards with signs and labels as required in paragraph (9)
of this proposed rule, the bichazard symbol should not be used to
designate materials that require universal precautions. This symbol
stnxldberaarvaitodesignatehmnmofetiologicagaﬁs.sud\
as in labaratories. labels required under paragraph (g) (1) (ii) should
bear the legend "UNIVERSAL PRECAUTIONS," with or without a symbol
especially designed to denote the same. These labels should not use
the bichazard symbol.



13. The Agency has traditionally preferred engineering and work
practice controls over the use of personal protective equipment.
Do employees, in nearly every case, need to use a cambination of
methods that include persamal protective equipment, or are there
tasks or worksites where exposures can be adequately minimized or
alone? How could OSHA best structure the methods of contral
requirements to reflect actual working conditions?

OSHA is correct to prefer engineering controls as the first line of

defense against ocaupational hazards, followed by work practices, and
finally perscnal protective equipment. That hierarchy of control
[NICSH 1983] should be cbserved in this case. Because of the nature of

health-care, public-safety, emergency response, arnd other tasks in
hhldlocmpatmmlexposuretobloodbamepathogerslsexpected it is
unlikely that adequate protection could be offered by engineering or
work practice controls alone. Furthermore, when the potential
cczseque:nasofafallureofcmtmlareassevereasmthemseof
HIV infectian, it is reasonable to mandate redundancy of controls.
OSHA should assume that every case will require a cambination of
methods that may include personal protective equipment. However, the
proposed rule properly reflects the variability of actual working
coditions by allowing for a degree of discretion in rare ard
exceptional circumstances.

14. The available evidence indicates that an exposure incident that
involves a percutanecus exposure, resulting from an injury with a
needle or other sharp abject, carries the highest risk of HIV ar
HBV infection. Many of these imjuries result fram the need to
disassemble the device after use, poarly designed equipment or
other factors that relate to the basic design of the eguipment.
How can GSHA encourage the develomment of safer instruments and
equipment to further reduce the likelihood of percutanecus

exposure?

The publicatiaon amd enforvement of this proposed rule will be a
powerful stimilus for the subsequent development of safer eguipment and
of devices to increase the safety of workers. OSHA will encourage
saferustrtmmtsarﬂequmttorednethelﬂ{elmmdofm]uryand
peraztaneaseq:osmabyreq;irugthepreferenmluseofergmeerm
cantrols over work practices and personal protective equipment.

15. The proposed standard does not require the use of respiratoars. Do

instruments such as a bane saw? mmmmm
respirable particles containing (or potentially containing)
bloodborme pathogens may present a risk to enmployees?



Aerosols are not known to present a risk of transmissian of-blocdborne
pathogens. in the healthcare enviramment. There are no known instances
in which bloodborne pathogens have been transmitted to workers by way
of respirable particles generated during medical procedures, nor are
other instances known in which airborne particulates containing
bloodborne pathogens have presented a risk to healthcare workers.
Therefore, use of respirators for protection against bloodborne
pathogens is not recommended.

The possibility that healthcare workers might be infected via
inhalation of aercvsolized bloodborne pathogens has been investigated,
focusing on hepatitis B. Almeida et al. [1971] reported possible
airborne spread of hepatitis B in a dialysis unit following a sp:.ll of
HBsAg-positive blood. Howewver, experimental studies [MRC 1975] using
tracer organisms (Bacillus globigij spores and T3 phage) in a simulated
dialysis unit suggested that aerosolization was not a prubable route of
- transmission. Neither blood nor HBsAg could be detected in air samples
collected in dialysis units [Petersen et al. 1976] or during dental
procedures [Petersen et al. 1979). The Immmization Practices Advisory
Comnittee [ACIP 1985] did not mention inhalation of asrosols in their

~ discussion of the modes of transmission of HBV in healthcare settings.
The current opinian of experts is that, while aervscol transmission is a
theoretical possibility, it does not contribute measurably to
ooccupatianal transmission of HBV, which is attributed to direct blood
expoure or cantamination of enviromental surfaces [Petersen 1980;
Favero 1987, 1989].

Splattering of blood arto skin or mucous membranes is a recognized mode
of transmission of hepatitis B. Protection of the micous membranes of
the face and upper respiratary tract against large droplet spattering
is needed. As required by OSHA in this draft rule, glasses, goggles,
face shields, and surgical masks, alone or in cambination as
appropriate to the task being performed, can provide that protection.

Same workers have requested and same employers have attempted to
provide respiratory protection against possible inhalation exposure to
bloodbarne pathogens in healthcare workplaces. Same mamifacturers and
suppliers of surgical masks have responded to these potential markets
with sales programs implying that swrgical masks offer respiratory
protection. Reparted filtering efficiencies of the mask material are
sametimes offered as evidence that a product offers respiratory
protection.

Surgical masks, designed and approved for use in the healthcare
industry, including use in sterile enviraments, were not designed or
approved as respiratory protective devices. The minimal testing
specifications for surgical masks do not appear to measure filter
efficiency acamwrately, precisely, or reproducibly, and do not require
face fit testing. whatever the filtering efficiencies of the mask
material, most surgical masks do not form an occlusive seal to the face



and therefore are not expected to be efficient respiratory protective
devices. However, as previocusly stated, respirators are not
recammerded for protection against bloodborme disease because there is
no evidence that bloodbarne pathogens can be or have been transmitted
in the healthcare workplace by the respiratory route.

16. OCommenters have indicated that same procedures with potential for
mempafmdmlmmmmmus
are not available or not located near the work area (e.g., crime
scenes ar mobile blood collection sites). Is there an acceptable
substitute for handwashing that can be used urder these
ciramstances? Does it provide protection that is egquivalent to
handuashing?

Handwashing with scap and water, alone or in cambination with

application of decontaminants, is preferred. When normal handwashing

facilities (a sink with running water and socap) cannot be made
available, the employer should be required to provide for handwashing
using an antiseptic hard cleaner that does not require the use of
water, or disposable disinfectant towelettes. A variety of products is
available, It handwashing with scap and water should follow as soon as
possible. Towels, either paper or cloth, should be provided in all
cases.

17. In paragraphs (d)(3) (vii)(B), (D), and (E) OSHA has proposed that
fluid-resistant clothing be worn if there is a potential for
splashing or spraying of blood ar other potentially infectious
materials while /fluid-proof’ clothing must be wormn if there is a
potential for clothing becoming scaked with blood ar other
potentially infectious materials. Is the distinction between
‘fluid resistant’ amd ‘fluid-proof’ clear? Should these terms be
defined? Are the requirements far two types of protective
clothing based on anticipated exposure appropriate? If not, what
other approaches will assure employee protection?

Fluid-proof implies a high degree of protection against fluid
permeation (molecular movement of contaminant through the interstitial
spaces of the protective material) and penetration (bulk movement of
contaminant through seams, closures, and fissures of the material).
Protective clothing is fluld-proof if it allows essentially no
permeation or penetration. Fluid-resistance implies a lower degree of
protection against penetration and permeation, but does imply that the
clothing at least provides adequate time for the wearer to remove
protective gear before contamination reaches interior surfaces.

lab coats, gowns, scrub suits, etc., made of ordinary fabric material
are appropriate for most circumstances if sufficiently fluid-resistant
to prevent minor splashes or splatter fram contaminating street
clothing worn under them. Operating roam gowns and other garb are



scmewhat more fluid-resistant, depending an the type of material and
marufacturer, but for the most part they are not fluid-proof. Truly
fluid-proof garments might result in-excessive heat stress if worn for
exterded periods, = are only appropriate in extreme situations.

18. Should OSHA specify that all nonintact skin be bandaged or
otherwise covered befare performing tasks ar proocedures with a

potential far cocupatianal exposure?

It is appropriate to require that nonintact skin be covered in such a
way as to prevent exposure of the nonimtact skin to blood or other
potentially infectious material if a specific task poses a reascnably
arnticipated risk of contamination of that skin surface. To be
effective, the bandage or cther cover must be fluid-proof. This
requirement should be restricted to cpen waunds or other significant
lesions, such as skin that is chapped, abraded, or afflicted with
dermatitis. Workers with exudative lesions or weeping dermatitis
should refrain from all direct patient care and from handling
patient-care equipment until the condition resclves.

19. The proposed standard allows the use of utility gloves for
housekesping and laundry workers. Is the decantamination and
reuse of these gloves appropriate? Should OSHA require that these
gloves be puncture-resistant?

Reuse of utility gloves is appropriate. These gloves should not
require disinfection or sterilization. With proper training, cleaning
of any soiling with soap and water, or a mild hogpital disinfectant if
campatible with the glove material, should be sufficient.

No gloves are puncture proof, and none are tested or certified for
puncture resistance. However, utility gloves are punchure resistant
mlatwetosmgwalormnmgglcvesusedinthehealﬂmm
industry. Fortasksthaterrbailanskofpmturemmﬂsor
laceratians, workers should be provided with gloves offering the
highest degree of puncture resistance consistent with the dexterity
required by the task.

20. Are the requirements for HIV ard HBV research labaratories
adecqate and appropriate? What additiomal requirements should be

Does the definition clearly differentiate between research
lahuraturi.aa:ﬂcunjml (dlagnostic) laboratories?

The definitions of and distinctions between research and clinical
(diagnostic) laboratories are adequate and appropriate.

The requirements outlined for research laboratories [paragraph (e),
"HIV and HBV Research laboratories and Production Facilities"] are
-appropriate so far as they go, but amit same importamt provisions. For



research laboratories and production facilities, this rule should make
mandatory all of the recammerdations contained in the 1988 CDC Agent
Summary Statement for Human Immunodeficiency Virus [OSHA Ex. 6-312).
Specifically, the rule should require use of biosafety level (BSL) 3
practices and equipment in BSL 2 facilities, as defined in Biosafety in
Microbiological and Biamedical Laboratories [OSHA Ex. 6-338].

Requirements for clinical laboratories should be detailed in a separate
section (a new paragraph (f) "Clinical and Diagnostic Laboratories")
J.rse.rtedaftertheexlstmgparagram (e). The contents of that
section should include no less than the camplete set of recommendations
for bmsafety level (BSL) 2 practices, equipment, and facilities as
defined in Biosafety in Microbiological amd Biamedical laboratories
(OSHA Ex. 6-338]. ‘

21. Aratherem:mtsfurmarﬂmrprtﬂntimfamlltlm
adequate and appropriate? what additional requirements should be
included? Is the definition for "production facilities® clear?
Does the definition adequately differentiate between research
laboratories and production facilities?

If modified as suggested in response to question 20, the requirements
of paragraph (e) "HIV arxd HBV Research Laboratories ard Production
Facilities" will be adequate and appropriate as they pertain to
production facilities.

22. Same research laboratories use hlood and blood components but do
not propagate bloodbarne pathogens. Are the requirements for
clinical laboratories adequate for these research laboratories?
If not, what additional provisions should be required?

Requirements for clinical laboratories, if specified as proposed in
response to question 21, will be adequate and appropriate for these
laboratories. These requirements can be appropriately relaxed if the
blood and blood components in use are exclusively materials acceptable
for clinical use in humans or have been sterilized or ctherwise treated
to destroy bloodborne pathogens. '

23. The proposal requires that the HBV vaccine be offered to employees
exposed an average of ane or more times per month. Should the
administration of the HBV vaccine be contingent on the frequency
of exposure? Is this frequerncy appropriate? If this approach is
not appropriate, thstlfmmbamw:.daifuran
altermative approach. -

HBV immmization should be offered to "all workers whose jabs involve
participation in tasks or activities with exposure to blcod or other
body fluids to which universal precautions apply" [NIOSH 1985a). The
ance per month exposure criterion invites disputes over actmal |
frequency of exposure. It would permit high frequency exposure of



unimmmized workers in the event of temporary job rotations arranged by
employees themselves or the employer to cover vacatians, temporary
staff shortages, break time, etc.

Furthermore, it is not clear that HBV immmization is to be

for students and other trainees. These persamel should be offered the
HBV vaccine in sufficient time to begin the series before first blood

exposures. They should not be required to first establish a work ,

history ofmtpoazreaccordimtosauefrequezcyofapcsurecxitarim.

24. The proposed standard requires that the HBV vaccine be made

- available 90 days after the effective date of the standard. Are
there sufficient quantities of the HBV vaccine to vaccimate all
eligible employees? Assuming that sufficient quantities of
vaccine are available, will there be a problem with the
distribution of the vaccine? If so, shauld there be a phase-in

According to informal comments provided by the major licensed vaccine

, mmifacturer, no difficulties are anticipated ocwmmin; either supply

or distribution. Licensure of a second vaccine is expected before the

expected publication of a final rule, which also suggests there will be
no difficulties with vaccine supplies.

25. Inpatagraﬁ:(f) Iﬁatitisnvaaﬂmmﬂpust-mfollw-\p
’ the employer is required to administer the vaccine ard provide
effective post-exposure prophylaxis according to *standard
recamendations for medical practice.® Does this approach give
sufficient quidance to the employer an vhat must be dne? For
example, shauld the Agency be mare specific about the meaning of
"t * * accepted safe effective * # * prophylaxis * * 2" Should
these recomendations be those of the U.S. Public Health Service?

This approach does provide sufficient gquidance to the employer. The

+ details of post-exposure prophylaxis according to "standard

recommendations for medical practice™ are subject to review and change
on a regular basis. It would be appropriate to cite one or more
examples of axrent acceptable recammendations, for example those of
the Immmization Practices Advisory Camittee (ACIP) of the U.S.P.H.S.
(ACTP 1985; COC 1987). These change from time to time, and the most
current recommendaticns should be cbserved.

26. Employees may be reluctant to repart exposure incidents if they
fear that coworkers or others may gain access to their test
results. OSHA has attempted to reduce barriers to the reporting
of expomure incidents by requiring that employee medical records,
i:nltﬂimtstmlts,helept@fMﬂlmtasrapuaiby
law. Has OSHA adequately ackiressed the issue of confidentiality?
If not, what additional measures should be required?
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All employee medical records, includirg test results, should be Kept
confidential. The proposed stardard should be strengthened by
requiring that facilities or employers respansible for such medical
records develop a written plan to protect confidentiality. Elements of
this plan should include, but not be limited to, how records will be
stored arnd locked or otherwise secured, who will have access to such

- records, and conditions for release of information contained in the
files. Furthermore, facilities or employers should demcnistrate
familiarity with and knowledge of federal, state, and local laws and

regulations regarding the protectian of these records.

27. 'nnhnmazardslgmrem.i.taiinpara;ram(g)(l)(l) do not require
the use of the word "Darger.® Is it necessary to require the use
of "Danger® or other additional warning words in order to wam
individuals who may not understand the meaning of "Bichazard?"

The word "Danger" or other cauticnary words are not necessary.
Training required under this regulation should result in employees
understarding the significance of the bichazard symbol.

28. OSHA requires that infectious wastes be labelled or “red bagged.”
If infectious waste is decontaminated prior to disposal, should
OSHA allow the label to be removed from the cantainer?

Red bags or other red camtainers used in lieu of labels or tags should
be imprinted with the legend "UNIVERSAL PRECAUTIONS." Persons who are

red-green color-blind would be unable to distinguish ordinary green
garbagebagsfrmredbagsofmfectimswaste

After decontamination wastes no langer require labeling or special
hardling to guard against infection. However, safequards must be
provided to prevent inadvertent or inappropriate failure to label or
removal of labels. There should be severe penalties for deliberately
removing labels inappropriately or failing to label. However, after
decontamination wastes no longer require labeling or special hardling

After decontamination, s.l'zarpsmtimetoposeariskof injury, but
not infection. They should retain identification as a possible safety
hazard. Data are very limited on the extent of this risk.

'~ NIOSH has previously commented [NIOSH 1989b] to the Agency for Toxic
Substances and Disease Registry (ATSIR) relative to the ATSIR request
for information pertaining to health effects of medical waste. As a
related point of information, CDC considers it important to use the COC
definition of infectious waste, which has been adopted by OSHA in this
proposed rule, in preference to the definition of medical waste adopted
by EPA and used in the Medical Waste Tracking Act. The CDC definition
is based on the epidemiology of disease transmission, whereas other
definitions are mich broader and include articles that should not
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29. Mxegxuesﬂata@csedaplayesheuam Should GsHA
specify minimm qualifications required far the individual who
conducts the training program?

Qualifications of the trainer should be specified in general terms.
The trainer should be a person who has expertise in the subject area,
as documented by cbjective evidence such as satisfactory campletion of

The training program outlined covers those concepts with which all
workers should be familiar. The rule should also require that each
worker recalvetramngspeclflctotrnsetask(s) performed in which
expos:xetobloodorotherpctmtlallymfecuazsmatenalmnbe
reasonably anticipated.

30. 'mestardardwmldreanethatane:p]mpa:timpatemthe
training program when they are hired and armemlly thereafter.
Certain individuals, for example, infection control practitioners
ar same virologists, wauld be expected to be thoroughly familiar
with same of the material in the training program. Is it
appropriate to substitaite some measure of campetency in lien of
training for these individuals? If so, what criteria would be
appropriate?

Individuals could be excluded from general aspects of training for
which they would be a qualified instructor. However, no employee
should be exempt fram training that pertains to the specific hazards
and engineering controls, work practices, ard perscnal protective
equipment associated with their job duties.

31. mmmmm&:m,ﬁnmmmﬂe
to bear the cost far all provisions of the standard.
This proposed standard would also require the employer to pay for
allﬁ:apzmmasofthastanhrd OSHA seeks camments an this
issue.

OSHA has not made it sufficiently clear in the proposed standard that
- all costs, e.g., the cost of hepatitis B vaccination, are to be borne
bythea:ployer Ebtplmitlarguageaddresslrgtmspomt:sluﬂdbe
incorparated into the rule.

Madstimﬁhpolicyofreq.urirqﬂea:ployartobearﬂxecostof
allp:wisimsofthastarﬂa:dderivesduecﬂyfrunthestatutnry

- requirements of the Occupational Safety and Health Act. Deviation in
this rule from that statutory requirement and policy precedent could be
defended anly if it were demcnstrated that worker safety amd health
would be improved by excusing the employer from specified costs. No

such demonstration has been offered. .



32,

33.

4.

35.

o)

arder to perfarm an economic feasibility amalysis, it is

halpﬁaltokaveafjnan:mlarﬂaxrmmpmfﬂeofﬂaenﬂustries
affected by the standard. The following information is reguested
to aid in that effart. Data should be provided for the last five
years. Data already submitted to OSHA ar Jack Faucett Associates

No camment on this issue.

d. Hatma"ﬂntdzlmnlaploymltlevelsardlabor
tmover for the affected industries for the last 5 years?

No coamment on this issue.

How would an OSBA standard far coogpational exposure to bloodborne
pathogens affect competition in the healthcare industry?

No camment on this issue.

mmmhavaperfomdmuedfeambmtymlysesfaran

Coments are requested on OSHA’s Preliminary Regulatory Impact
. A -

the feasibility of the proposed starndard ard altermatives.

No comment on this issue.



36.

37.

38.

'B:efolladn;infonatimismq.ﬁtadforsnllhxsinemesin

a. ﬂm:kilﬂsofsmllhmﬁnssésormganizatiasmudbe
affected by regulating exposures to bloxd and other
potenttially infectious materials? How many such businesses
are there?

No cament on this issue.

b. vhich, if any, federdlmlesmydphmta overlap, or
cuﬂicthﬂ:an@hra;ﬂatimmnqmmtohlmd

Packaging and labeling of etiolog:.c agerts for interstate shipment
is govermed by 42 CFR 72,

Stardards for the tracking and management of medical waste were
published by the EPA in March 1989 (54 FR 12328]).°

c. Will difficulties be encauntered by small entities when
attempting to camply with the standard? What requirements, if
any, should be deleted or simplified for mmall entities, while

still achieving camparahle protection far the health of
employees of small entities?

d. What timetable would be appropriate to allow small entities
sufficient time to comply?

OSAA’s PRIA contains estimates of the current level of camliance

for various provisions. Are these estimates accurate? If not, by

matmatﬂtoihatextaltaree:plmmaﬂypmndng

protection to their employees?

No cament on this issue.

The National Envirommental Folicy Act (NEFA) of 1969 (42 U.S.C.
4321 et seq.) requires that each Federal agency cansider the
enviramental impact of major actions significantly affecting the
quality of the hamn envirarment. Any person having information,

-' data, or coments pertaining to possible enwviromental impacts is

imitedtoahitﬂmala‘gwlﬂlsmtimmmmto

OSHA. Such impacts might include a positive or negative
aviramental effect that could result should a standard be

adopted; as well as any irreversible comitments of natural
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resources. Also, estimates of the effect on the level of
hazardous pathogens in the erwirament by the proposed OSHA
standard and altermatives are requested.

39. As discussed in Section IX - Summary and Explanation of the
Proposed Stardard ard Section X - Public Participation, OSHA plans
todevoteseuemldaysofﬂnpﬂ:lmlmn:gtoadlmmof
Bepatitis B Vaccination. OSHA seeks written caments concerning
theela:a:tsofaﬂﬂlvacm:ﬂtimmthatmllresﬂtma

high degree of campliance of eligible exployees.

The critical elements of a successful hepatitis B vaccination program
include provision of vaccine at no cost to the employee, ard at a
location and time convenient to the employee. This must be accompanied
by a strong program of education aon the risk amd consequences of HEV
infection and the efficacy and safety of available vaccines. There
should also be active follow=up by the employer to remind workers when
it is time for the secord and third injections in the series. One
additional element of a successful program is the strong endorsement of
vaccination by the leading medical authorities at the work location;
acceptance has been poor when responsible physicians do not strongly
support such programs.

40. CSHA believes a hepatitis B vaccination program swhere employers
bear the cost of the vaccine, make the vaccine available to :
employees at a reasanable time and place, and provide information
about the benefits of the vaccine is the most appropriate way to
asaure that a large percernttage of eligihle employees are
vaccinated. The Agency seeks camment an whether this voluntary
approach is the correct approach.

Vaccination is the most appropriate way to protect workers against
hepatitis B. Provision of the vaccine at no cost to the worker and at
a convenient time and place are indispensable to the success of the
immmization effart. Educational programs an the health consequences
of hepatitis B infection and the safety and efficacy of the vaccine are
also important. Because vaccination requires a series of injections,
there should also be active follow-up by the employer to remind workers
when it is time for the next injection.

Vaccinatiaon should be voluntary for all eligible emplayees.

Vaccination is an invasive procedure and carries a risk, albeit very
low, of adverse side effects, possibly including a very low risk of
‘Guillian-Barre Syndrame. It may also be abjectionable to same perscons
on religious grourds. Therefore, it would be inappropriate to make
vaccination a condition of employment. Any person, however, who
declines vaccination should do so only with full knowledge of the risks
of disease, disability, and death that are thereby incurred. Workers



mdeclmevaocmatlmskmldalsomderstandmattheycanreverse
that decision at any time and participate in the immmization program
at no cost to themselves.

COMMENTS ON PREAMBLE
IV.B. Hepatitis Viruses

Beginmning on page 23048, this section says little about the risk of
hepatitis delta virus (HDV) infection; it could note that nosocamial
HIV infection has been reported {Lettau et al. 1986]. This reference
is attached for addition to the docket.

Page 23051, 3rd column, 2nd paragraph: The statement that "all...AIDS
cases who had received hepatitis B vaccine were also members of known
ATDS high risk groups" is imprecise. Actually, there is a small mmber
of AIDS patients in the no identified risk category who have received
HB vaccine, but AIDS surveillance data reinforce laboratory studies
that HB vaccine is not a source of HIV transmission. In practice, this
question is or soon will be moot, since the plasma-derived vaccine is
passing oaut of use and is being replaced with the yeast-derived product
which camnot be a source of HIV.

Page 2305], last paraqgraph: The statement that "prevaccination
testing...to identify previously infected individuals...is a
reunofﬂmepmposedstaxﬂaxd"lsmisleadlrg The standard
requires employers to offer prevaccination testing to all employees
(but does not mandate that it must be done).

Iv.C. Humman Immmodeficiency Virus

Page 23053, lst column, 3rd paraqraph: There needs to be same
indication that these published reports of 25 workers represent a
minimm mmber and that there are undoubtedly cases not reported in the
literature.

Page 23054, Table 1: Updated data, as of June 1989, are provided with
these coments [CDC 1989].

54 ] I agqrapl There are at least four
publ:.shed casa r:qorts of HIV-2 infection in the United States

[CDC 1988a). Also, there may need to be some acknowledgment that it is
likely that additional human retroviruses will be discovered in the
future, although this shauld not change the proposed rule.

Page 23054-55, 3rd column, 6th paragraph: The paragraph which
describes Groaup IV patients implies that HIV wasting syndrome is not
part of the AIDS case definition. The September 1987 revision included
this as well as HIV encephalopathy as AIDS indicator diseases.




Page 23055, 2nd column: Case data for "Occupational Exposure and HIV
Infections" will be provided when testimony is presented.

Page 23060, 1st column, 2ixd paraqraph: Henderson [Ex. 6-377,
Ex. 6-352] has had a seroconversion, which is listed as Case #8 in this
document [page 23056, Ex. 6-348].

Page 23060, 2nd colum, 3rd paragraph: Updated data for "Healthcare
Workers With AIDS" will be provided when testimony is presented.

(C) Quantitative Assessment of HBV Risk

Page 23066, 1st colurm, lst paragraph: The estimate of proportion of
the at-risk pogailation that is immune (15% to 30%) is probably high if
applied at an industry-wide level; a range of 10% to 25% may be a
better estimate. In addition, the estimates do not take into account ,
employee tirnover in the industry; new persans eligible for vaccination
are entering the industry and would increase the mumber at risk.

Page. 23066, 2nd column, 1st paragraph: In the last sentence, CSHA
estimates "the arrual HBV infection rate...is between 4.89 and 6.63 per
1000 exposed workers." ‘mecon'spa'rhrgestimtein‘rableC(alsoon
page 23066) is 3.50 to 4.56 per 1000.

(D) Qualitative Ascossment of HIV Risk

3069 col : The mmber of health-care
workers that were still under investigation as of September 1988 was

97, not 91. Updated data will be provided as part of our testimony.

Page 23070, 1st column, }st paragraph: The general outline of the
formila and its components seem correct.

VI. Significance of Risk

: ragqraph: The incorrect implication is
thatwastmsyrdrmnismtpartoftheﬂ[ﬁmsedeﬁnitim.

VII. Preliminary Regqulatory Impact and Requlatory Flexibility
Analysis '

Page 23074, Table E.S.-2: Are these rates of campliance accurate,
e.g., 100% campliance among funeral services and corrections
industries?



. Industry Profile

Page 23077, Table 23077: At least two of the marginal totals are
incorrect, the ’Surgical Tech.’ row ard the ‘Industrial Ciinics’
colum. '

C. Benefits—Introduction

We could not successfully duplicate all calculations in the hepatitis
portion of this section, and recommend more camplete explanation of
calculations. We agree that secondary sexual transmission should be
included in the nonococcaupationally~induced hepatitis B estimates and

- suggest that attempts be made to estimate cases of perinatal infection
prevented by the standard (although these would be relatively few in
rumber

Page 23082, lst colum, Sth paragraph: The mmber of needlesticks and
other exposures might be significantly underestimated, especially given
the paucity of published data.

Fage 23083, 3nd colum, lst paragrach: The origin of the estimate that
thereare"l?toZlmllimwoﬂ(ersatnskvmownllmtbepmtected
by vaccinatian" is unclear.

D. Mblogjmlmibility

W' Are these rates of campliance accurate,
e.g., 100% campliance among fuperal services and corrections
intustries?

Mwm= How were the seropositivity
rates for HIV and HBV determined? They are nearly equivalent, which

- does not seem correct. HIV seruvprevalence varies tremendously
deperding an geographic area, race/ethnicity, sex, risk group, etc.
Preliminary data from the sentinel hospital surveillance-system :
indicated a range of seruprevalence rates from 0.12% to 0.80%, with a
median of 0.24% [see MMWR, May 12, 1989 Supplement].

Page 23091, Table VII-10: The column totals for estimated needlesticks
far outrumber that for mucous membrane and open wound exposures. The

identified by row = police office.rs amd column = needlesticks.
IX. Summary and Explanation of the Proposed Standard

' )8, 1s agrar There is a possibility that
-thlS m.lemayhemismte:preted possmlyleadmgtodiscrmmtory
actlmsdlrectedagamstccveredwrkersﬁmexemamscmneptlm
that they represent a population at high risk of HBV or HIV infection.
It should be made clear here and in elsewhere in the discussian of the
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rationale for this proposed rule that if the recommended precautions
are cbserved, the risk of cocupational infection will be low, and that
covered workers shauld not be treated as a new category of persons at
high risk of HBV or HIV infection.

Page 23108, 2nd column, 4th paragraph: Substantial comment has been
made concerning the desire of scme health-care workers to know the HBV

and HIV serologic status of individual patients. Same physicians,
hospitals, and other interested parties have even advocated denial of
services without such testing. While this paragraph indirectly
addresses the issue, it could more directly state that these practices
have been rejected ard are not recammended or accepted practice, - The
inevitability of undiagnosed infections would render these screening
programs ineffective and potentially counterproductive. This was a
major factor in the adoption of the concept of universal precautians,
according to which all blood and other potentially infectious material
is treated as if it were known toc be infectious.

Public-Safety Workers [NIOSH 1989a], OSHA mv:.ted camerrt (paqe 23112)
"on whether the proposed definition of ‘other potentially infecticus
materials’ should be amended to make it consistent with the
guidelines." Similarly, OSHA requested cament (page 23042) "where
these guidelines differ with the proposed requirements of this standard
. (e.g., which body fluids require the use of precautions in emergency
situations.)” These issues are addressed in respanse to question #9.

Page 23114, 2nd colum, 2nd paragraph: In the discussicn of Methods of
Compliance, OSHA should emphasize the importance of barriers to skin
contact, while at the same time avoiding an implication that gloves are
the only acceptable barrier for the hands. Often, gloves clearly are
the preferred barrier to hand contact, but there also are situations in
which the hands can be adequately protected by other barriers. For
example, a drop of blood can be safely wiped fraom a counter top with an
absorbent material moistened with a disinfectant. The material used to
wipe the blood can be an effective barrier. When removing a bandaid
from a venipuncthure site, the bandaid itself is a barrier.

o) : OSHA includes phlebotamy among
the "examples of tasks which require the use of gloves." CC
recommends (CDC 1988b] latitide in glove use for phlebotomy:

"Gloves should always be available to health-care workers whe wish
to use them for phlebotomy. In addition, the following general
guidelines apply:
1. Use gloves for performmg phleboctomy when the health-care
worker has cuts, scratches, or cther breaks in his/her
sldna
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2. Use gloves in situations where the health-care worker
judges that hand contamination with blood may ooccur, for
example, when performing phlebotomy on an uncooperative
patient,

3. Use gloves for performing finger amxd/or heel sticks an

4. Use gloves when persons are receiving training in
philebotamy. "

Page 23129, 1st column, 3rd paracraph: OSHA is correct to require that
workers be informed when handling materials or containers of materials
that require cbservation of universal precautions. It is appropriate.
to inform workers of the nature of these materials with tags or
labels. However, use of the bichazard symbol is inappropriate for this
purpose. Useofth;ssynbolstnﬂdberaervadforirstamesmenan
etiologic agent is known to be present, as in laboratories. Paragraph
~(g) (1) (1) of this proposed rule requires posting of laboratories in
accordance with this principle. However, the labels required wunder
pa.tagram (9) (1) (ii) are for the purpose of advising the worker only
-that the caontents of the labeled cantainer require universal

' precautlcns In comments on paragraph (g) (1) (1i) of the regulatory
text, we have suggested that these labels be color-coded and bear the
legend "UNIVERSAL PRECAUTIONS." If OSHA judges that scme easily
recognizable symbol is also required, a unique symbol should be
designed for the purpose.

I ap OSHA invites camment on
dslgaum the HBV or HIV mfectiws status of a patient or specimen.
OSHA asks whether signs and labels should be prohibited, required, or
discretionary for this purpose. Signs ard labels for this purpose
should be prohibited because this use would be contrary to the concept
of universal precautions: all blooad or other potentially infecticus
material is to be treated identically, i.e., as if Xnown to be '
infectious. Handsfield et al. [1987] reported that use of bichazard
labels to differentiate infectious fram noninfectiocus laboratory
specimens "may actually enhance the risk of infection of health care
workers by comtributing to a false sense of security and fostering
camplacency in the handling of unlabeled specimens. We therefore
recomnend that bichazard labeling not be employed to dencte specimens
from patients with HBV or HIV infectian..."

COMMENTS ON REGULATORY TEXT
(b) Definitions
Definitions that should be added to paragraph (b) are:

"Contaminate" means to soil wlth bloed or cother potemtially
infectious material.



"Decontaminate” means lowering the concentration of bloodborne
pathogens by removal or inactivation, eliminating infectivity and
rendering material safe for further handling.

In definition (2) of "Other potentially infectious materials," both
parenthetical qualifications are superfluous. This should read simply:

"Any unfixed human tissue or organ."

The definition of "Sharps" should be broadened by replacing "broken
capillary tubes" with "broken glass."

(c) Infection Control

Paragraph (c) (1) (ii) should read:

“Each employer shall identify and document all employees with
occupational exposure.”

It is not enough to simply identify those "positions" in which
occupational exposures occur. Itisessmtialtoldmtifyeadx
individual who performs duties in which exposure to blood or other
potentially infectious material can be reasonably anticipated. This
paragraph can then serve as the trigger ("All persons identified in
accordance with paragram (c) (1) {i1) shall...") by which the employee
qualifies for other provisions of this rule, e.g., HBV immmization,
training, etc. :

Paragraph {c) (2) (ii) should include a new subparagraph (C) that reads:

"(C) The method for evaluating the ciramstances sirrowding
exposure incidents or cother significant failures of controls to
iderntify and implement any changes in policies or procedures that
may be required to prevent recrrences of similar incidemnts."

As written, the proposed rule contains no provision for remedial actiaon
by the employer following an exposure incident. A requirement for the
employer to evaluate exposure incidents and determine ways in which
similar exposures can be prevented in the future should be a part of
the infection control plan.

Paragraph (¢) (2) (iii) should read:
"Mhis infection cantrol plan shall be reviewed and updated at

least anmmually or as necessary to reflect significant changes in
tasks, procedures, or persamel."
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GSHA should require review of the infection control plan at least aonce
each year, or on some other specified schedule, as well as whenever
warranted by changes in the workplace. In addition to changes in tasks
or procedures, persanel changes should be a basis for review. At
least a determination of exposure under paragraph (c) (1) should be
required for all new perscnnel and for all charges of job assigmments.

(d) Methods of Campliance
Paragraph (d) (1) should read:

"Universal precautions shall be dbserved to prevent contact with
blood and other potentially infectious materials."

The exception provided in this proposal following these words applies
not to the general concept of universal precautions, but to the use of
persanal protective equipment urnder rare ard relatively limited
circumstances. These ciroumstances ard the exception to mandatory use
of protective devices waild be better addressed, as outlined below, in
-paragraph (d) (3) under a new subparagraph (ii) dealing specifically
with the use of personal protective equipment.

Paragraph (d) (2) should include a new subparagraph inserted after the
existing subparagraph (i) that reads:

"Bmployers shall provide a means for handwashing. When
handwashing facilities (sink with running water and socap) are not
feasible, the employer shall provide antiseptic hand cleanser that
does not recquire the use of water. <Cloth or paper towels shall be
provided."

Paragraph (d) (2) (ii) should read:

"Employees shall wash their hands immediately or as soon as
possible after removal of gloves or other perscnal protective
equipment. " :

Paragraph (d) (2) should include a new subparagraph inserted after the
existing subparagraph (ii) (modified as suggested above) that reads:

"Employees shall immediately wash hands and any other skin or
moous menbrane that becames cantaminated with blood or other
potentially infectious material. In the event that cuter garments
are penetrated by blood or other potentially infectious material,
the contaminated clothing shall be removed and the skin washed
immediately or as quickly as practicable.™

Paragraph (d) (2) (iv) should permit the use of devices for the
mechanical removal and disposal of needles, permit the resheathing of
needles for medical practices for which there are no alternmatives



(e.g., blood gas syrimges, blood cultures), arnd permit removal of
resheathed needles during those procedures that require it:

"Usedreedlesardothershar;sshallmtbesheared bent, broken,
recapped, resheathed by hand, or removed from disposable needles
byharﬂmlastherelsmalte.matlveanitheactmnlsmqulred
by a specific medical procedure."

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

"Provisjon. When there is a potential for occupational exposure,
the employer shall provide appropriate persanal protective
equipment..."

Paragraph (d) (3) should include a new subparagraph (ii) that reads:

"(ii) Use. The employer shall ensure that the employee uses
appropriate personal protective equipment.

"{A) The employee may temporarily arnd briefly decline to use
personal protective equipment if, urder rare and exceptional
circumstances, it is the employee’s professional judgement that in
the specific instance their use would prevent the proper delivery
of health-care or public safety service or pose a greater hazard
to the safety of the amployee or co-worker.

*(B) Under emergency and other uncentrolled or unpredictable
ciramstances in which differentiation between fluid types is
difficult or impossible, the employee shall treat all body fluids
as potentially hazardous."

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

"Gloves. Gloves shall be worn when the employee can reasonably
anticipate direct contact of the hands with blood,..."

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

- - " 2 - s’ “ - »
spatter or droplet.s of blood or other..."

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

"Gowns, lab coats, aprons, or similar outer garments shall be worn
if there is..."

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

'...These coverings shall be removed at the end of the work shift

t the end of a procedire if overtly cantaminated. They shall
be removed and replaced between patients if there is a potential
need to handle the coverings during treatment.”
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Paragraph (d) (4) (ii) (D) should read:

'...and disinfected on a reqularly scheduled basis."
Trashmtaim:shavemtbeenlinplicatadinthetrarmissimof
bloodborne pathogens; routine cleaning is adequate. There is no need
to clean and disinfect immediately after visible contamination.

Paragraph (d) (4) (ii) (F) should be placed urder (d) (2) Engineering and
. Work Practice Controls.

Paragraphs (d) (4) (iii) (B) ard (d) (4) (iii) (B) (2) should be revised so
they do not preclude the possibility of employing reusable containers
if procedures are devised that do not ircrease the risk of puncture
wourds.

*(B) Immediately after use, sharps shall be dqused of in
closable, puncture resistant containers that are.

(2) These containers shall be replaced or emptied routinely and
not allowed to overfill.™

Paragraph (d) (4) (iv) (A) should be revised to read:

", ..or may contain cantaminated sharps shall be handled as little
as possible and with a minimm of agitation."

(e) HIV and HBV Research lLaborataries and Production Facilities

Paragraph (e) (2) (i) should read:
"Standard microbjological practices. All infecticus liquid or
sclid waste shall be decontaminated, autoclaved, incinerated, or
treated with appropriate chemical agents.™

Paragraph (e) (2) (ii) (F) should read:

..No work with these potentially concentrated materials shall be
conducted an the gpen bench.®

Paragraph (e) (2) (11) (F) should read:

Labomtm:ycoats...shall nc:t be worn outside of the work area.”
Decontamination of lam'drypnortowashmglswueoessary
Paragraph (e) (2) (ii) (H) should read:

- "All waste from work areas including animal rooms shall be
incinerated, autoclaved, or decontaminated before disposal.”



Paragraph (e) (2) (ii) (J) should read:

"Hypodermic needles...in a puncture-resistant container and
incinerated, autoclaved, or decortaminated before being discarded
or reused."

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

"Each laboratory shall contain a sink for hand washing arxd an eye
wash £ in."

(f) Hepatitis B Vaccination and Post-Exposure Follow-up
Paragraph (f) (1) (i) should read:

"The employer shall make hepatitis B vaccination available to all
employees identified in accordance with paragraph (c) (1) (ii), and
post-exposure follow-up to all employees with an occupaticnal
exposure inci "

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

"The employer shall provide all evaluations, procedures,
vaccinations, and post-exposure management at no cost to the
employee, at a reasonable time and place, and according to
standard recammerdations for medical practice."

Paragraph (f) (2) (i) should read:

"HBV vaccination shall be offered to all employees identified in
accordance with paragraph (c) (1) (11), unless the e:ployee has
prev:.ously received t.he cmplete primary vaccination series or

Paragraph (f) (2) (ii) should read:

"...If the employee is found to be immmne to HBV by virtue of
adequate amtibody titer, as defined according to current standards
of medical practice, then the employer..."

Paragraph (f)(3) is unclear as written. This seems to require that all
enployees must be provided with the report described in subsequent
subparagraphs. This paragraph should read:

"Foilcwirg -a report of an exposure incident, the employer shall

make available to the exposed employee a confidential medical
evaluation and follow-up..." ‘
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Paragraph (f) (3) (i) should read:

"Documentation of the route(s) of exposure ard the circumstances
under which the exposure occurred.”

This part of the post-exposure follow-up report should be made
available to the infection comtrol camnittee or other responsible body
for study and evaluation of workplace practices and procedures to
determine whether similar occurrences can be avoided in the future.
The HBV amd HIV status of the source patient, as well as the identities
of the source patient and affected health-care worker are irrelevant to
this evaluation, and should not be provided to the infection camtrol
camnittee. Determination of HBV and HIV status is covered in

(£) (3) (i1). ’

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

"HBV ard HIV antibody status of the source patient(s), if known.
If the source patient can be determined and permissicn...presence
of HIV or HBV infection in accordance with current standards of
medical practice."

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

"Follow-up...and effective post-exposure medical management,
according to arrent standards of medical practice. This should
include administration of hepatitis B vaccine to any person who
has not previously campleted the primary vaccination series.”

CQurrently, there is no known "safe and effective post—-exposure
prophylaxis" in the case of HIV exposure. Administration of the HB
vaccine following an exposure incident is also strongly recammended if
the exposed person has not been previously immmized.

Paragraphs (f) (5) (i) and (iii) are repetitive. These should be
cambined in a new subparagraph (i) reading:

"Specific findings or diagnoses that relate to the advisability of
or need for HBV immmization, and the physician’s recammendation
for or against hepatitis B vaccination for that employee. All
other findings and diagnoses shall remain confidential.”

Paragraph (f) (5) (i1) should be revised to read:
"A statement that...the employee has been counseled about any

medical cordition...and on any need for further evaluation or
treatment.* :
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(g) Camamication of Hazards to Employees

Paragraph (9) (1) (ii) (A) is unclear as to whether OSHA interds to
reguire labeling of primary containers of blood or other potentially
infectious material. This should read:

"Warning labels shall be affixed to containers of infecticus
waste: refrigerators and freezers containing blood and other
pcrterﬂally infectious materials; and secmﬂary ard tertiary
containers used to store or transport..

Paragraph (9) (1) (ii) (B) should read:

"labels required by this section shall include the following
legend:

UNIVERSAL PRECAUTIONS"

As discussed in response to Questicn 12 and relative to page 23129 of
the Preamble, the bichazard symbol, as specified in paragraph

(9) (1) (1), shauld be reserved for use when an eticlayic agent is known
to be present, such as in a laboratory. Use of the bichazard symbol is
not recamnended to designate materials that require workers to dbserve
universal precautians.

Paragraph (g) (1) (ii) (E) should read:

"'Redbagsorreddctmainersinprjntadwiththe fUNIVERSAL
PRECAUTIONS’ legend may be substituted for labels on containers of
infectious waste."

Paragraph (g) (1) (ii) (F) is unclear. Presumably, the intent is to

exempt blood and blood products that have been screened for HEV and HIV
antibodies and are released for clinical use. 'mmakethatclea.r, this
should read: :

"Omt:uners of blood...and have been released for transfusion or
oﬂmerclinialuseame:mptedfranthe

(h) Recordkeeping

Remumber existing subparagraph (1) (iv) as (1) (v) and insert a new
(1) (iv):

"The employer shall develop a written plan to protect the
confidentiality of medical records. This plan shall include, but
not be limited to, how records will be stored and locked or
ctherwise secured, who will have access to such records,
corditions for release of information contained in the files, and
a summary of federal, state, and local laws ard regulations
pertaining to the protection of these records."
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