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HHS Takes Steps 
to Address Unsafe 
Injection Practices
D

ata on the extent and cost 
of bloodborne pathogen 
outbreaks related to unsafe 
injection practices in ambu-
latory care settings are lim-

ited and likely underestimate the full 
extent of such outbreaks. An agency 
within the Department of Health and 
Human Services (HHS) collects data 
on outbreaks identified by state and 
local health departments. These data 
show that from 2001 through 2011, 

Comprehensive 
data on the cost 
of bloodborne 
pathogen out-
breaks in the 

healthcare system 
do not exist, but 
CDC and other 
officials believe 
these costs can 

be substantial for 
those affected.

For a complete 
Table of Contents, 

see page 3

at least 18 outbreaks of viral hepatitis 
were associated with unsafe injection 
practices in ambulatory settings, such 
as physician offices or ambulatory 
surgical centers (ASC).

CDC officials and others believe 
that the known outbreaks do not rep-
resent the full extent of such outbreaks 
for many reasons, such as infections 
often being difficult to detect and 
trace to specific healthcare facilities. 

continued on page 4
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I am excited to step into the Administrator role for the Healthcare 
Practice Specialty (HPS). First, I want to thank Joe Klancher for his 
past leadership of HPS as well as the Health & Wellness Branch. 
Joe’s shoes are big ones to fill, but knowing that he will continue to 

support and participate in HPS’s success gives me comfort. I also want 
to acknowledge the individuals who have agreed to assist me with HPS 

leadership going forward:

Sally Higgins: Assistant Administrator 
Aruna Vadgama: Body of Knowledge 
Mark Shirley: Website
Carl Freyholtz: Publication Coordinator
Mary Vorndran: Membership 
Scott Harris: Conferences & Seminars

Here is a little about me. I have more than 25 years’ experience in 
environmental health and safety (EHS). I am the director of national 
EHS for Kaiser Permanente. My areas of expertise include environ-
mental management, injury and illness prevention and management, 
industrial hygiene management and EHS training. In my role, I am 

responsible for the day-to-day operations of Kaiser Permanente’s national 
EHS department overseeing a professional staff that provides worker 
safety, environmental safety and compliance services throughout Kaiser 
Permanente. Prior to Kaiser Permanente, I held a variety of EHS positions 
with increasing responsibilities in both construction and environmental 
consulting. I am a Certified Safety Professional and hold a B.S. in Safety 
Sciences from Indiana University of Pennsylvania. I am also a graduate of 
Kaiser Permanente’s Advanced Leadership Program from the University of 
North Carolina. 

Areas I would like HPS to focus on in the next few years include reduc-
ing the risks associated with patient transfers and safe mobilization by 
sharing effective safe patient handling program elements. I would also like 
HPS to look for opportunities to highlight the link between employee health 
and wellness and on-the-job safety. Additionally, I would like to continue 
the discussion started by Joe related to strengthening the relationship and 
links between patient safety and employee safety. As he stated, “protect-
ing our caregivers is critical to ensuring a safe experience for our patients.” 
Therefore, I also support looking for ways that we as safety professionals 
can make connections and improvements in both areas.  

As I begin this journey, please know that I am committed to continuing 
HPS’s great work and to seeking new opportunities to move our agenda 
forward. This is an exciting and challenging time to work in healthcare, so if 
you have ideas or would like to help make HPS even stronger, please con-
tact me here. 

I look forward to building new relationships within HPS and to our work 
ahead. •

HealtHcare Practice SPecialty

OffICERS
Administrator
Shari Samuels
(510) 625-2379
shari.a.samuels@kp.org
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Publication Design
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HealthBeat is a publication of ASSE’s Health-

care Practice Specialty, 1800 East Oakton St., 

Des Plaines, IL 60018, and is distributed free of 

charge to members of the Healthcare Practice 

Specialty. The opinions expressed in articles 

herein are those of the author(s) and are not 

necessarily those of ASSE. Technical accuracy 

is the responsibility of the author(s). Send 

address changes to the address above; fax to 

(847) 768-3434; or send via e-mail to  

customerservice@asse.org.  

GreetinGS!   
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Additionally, comprehensive data on the cost of blood-
borne pathogen outbreaks in the healthcare system do 
not exist, but CDC and other officials believe these costs 
can be substantial for those affected. For example, indi-
viduals may face treatment costs, and health departments 
may face costs for investigating and notifying patients of 
potential exposure to infection.

Another HHS agency, the Centers for Medicare and 
Medicaid Services (CMS), has expanded its oversight 
of unsafe injection practices in ASCs since 2009 by 
requiring surveyors who inspect these facilities to use 
its Infection Control Surveyor Worksheet to document 
the extent to which ASCs are following safe injection 
practices and to survey more facilities to determine com-
pliance with CMS’s health and safety standards. Safe 
injection practices are included under several of CMS’s 
broader health and safety standards that also address 
many other topics related to infection control and medi-
cation administration.

As part of implementing the expanded oversight of 
ASCs, CMS collected and plans to analyze detailed 
information from these surveyor worksheets for fiscal 
years 2010 and 2011. This information will be used to 
assess CMS’s oversight efforts to improve infection con-
trol and will also allow CDC—with which CMS shared 
its data—to determine a baseline assessment of the 
extent of unsafe injection practices in ASCs nationally. 

However, in part because of concerns that collect-
ing these data is a burden to surveyors, CMS officials 
said the agency stopped collecting data from surveyor 
worksheets after fiscal year 2011. Without some form of 
continued collection and analysis of injection safety data, 
CMS will lose its capacity to oversee how well survey-
ors monitor unsafe injection practices, and CDC will be 
unable to determine the extent of these practices.

To improve injection practices, various HHS agen-
cies have taken steps to communicate information on 
safe injection practices to clinicians. For example, CDC 
has developed tools to communicate its evidence-based 
guidelines to clinicians in ambulatory care settings. In 
partnership with other healthcare-related organizations, 
CDC also developed an educational campaign—the One 
and Only Campaign—that seeks to broadly educate 
both clinicians and patients about safe injection prac-
tices. While the campaign has targeted some types of 
clinicians and healthcare settings that have experienced 
a bloodborne pathogen outbreak related to unsafe injec-
tion practices, additional targeted outreach is needed for 
healthcare settings not overseen by CMS.

WHy Gao did tHiS StUdy

Recent outbreaks of bloodborne pathogens—specifi-
cally hepatitis B and C—that were linked to a specific 
healthcare facility or clinician have resulted when clini-
cians use unsafe injection practices. Such infections 
can have serious long-term consequences for patients, 
including cirrhosis or liver cancer. Of the known inci-

dents of bloodborne pathogen outbreaks attributed 
to unsafe injection practices—which include reusing 
syringes for multiple patients—most have occurred in 
ambulatory care settings, such as ASCs and physician 
offices. CMS oversees injection practices by setting 
and enforcing health and safety standards that apply 
to ASCs but not to physician offices. GAO was asked 
to examine 1) available information on the extent 
and cost of bloodborne pathogen outbreaks related to 
unsafe injection practices in ambulatory care settings, 
2) the changes in federal oversight to prevent unsafe 
injection practices in ambulatory care settings since 
2009 and 3) other federal efforts to improve injection 
safety practices in ambulatory care settings. GAO 
reviewed CDC and CMS documentation and CDC 
data and interviewed officials from various HHS 
agencies and other stakeholders.

WHat Gao recommendS

GAO recommends that HHS 1) resume collect-
ing data on unsafe injection practices that will per-
mit continued monitoring of such practices, 2) use 
those data for continued monitoring of ASCs and 3) 
strengthen the targeting efforts of the One and Only 
Campaign for healthcare settings not overseen by 
CMS. HHS agreed with GAO’s recommendations.

For more information, contact Linda T. Kohn at 
(202) 512-7114 or kohnl@gao.gov.  •
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ONE & ONLY 
CAMPAIGN 

W

Recent outbreaks of bloodborne patho-
gens—specifically hepatitis B and C—

that were linked to a specific healthcare 
facility or clinician have resulted when 
clinicians use unsafe injection practices.

HHS takes Steps to Address  
Unsafe Injection Practices
continued from page 1
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T
he Food and Drug Administration (FDA), 
NIOSH and OSHA strongly encourage health-
care professionals to use blunt-tip suture nee-
dles as an alternative to standard suture needles 
when suturing fascia and muscle to decrease the 

risk of needlestick injury.

BlUnt-tiP SUtUre needleS

Blunt-tip suture needles (Figure 1), which are not as 
sharp as standard (sharp-tip) suture 
needles, are designed to penetrate 
muscle and fascia and to reduce the 
risk of needlesticks. Blunt-tip suture 
needles are regulated by FDA and 
have been marketed in the U.S. for 
more than 25 years.

ProBlem & ScoPe

Needlestick injuries continue 
to occur in surgical settings when 
suturing muscle and fascia, despite 
the availability of safety-engineered 
devices, such as blunt-tip suture 
needles, and the endorsement of their 
use by professional organizations.

Needlestick injuries have the 
potential to expose healthcare per-
sonnel to bloodborne viruses, such 

as hepatitis B virus, hepatitis C virus and human immu-
nodeficiency virus. Of the estimated 384,000 needlestick 
injuries occurring in hospitals each year, 23% occur in 
surgical settings (Jagger, et al., 2010). Published litera-
ture indicates that while needlestick injury rates have 
been decreasing among nonsurgical healthcare provid-
ers, this has not been the case among those who work in 
surgical settings. According to a 2010 article published 
in the Journal of the American College of Surgeons and 
citing data from a 1998 study, more than half of needle-
stick injuries involving suture needles occur during the 
suturing of fascia or muscle (Jagger, et al., 1998).

BenefitS of USinG BlUnt-tiP SUtUre needleS

Published studies show that using blunt-tip suture 
needles reduces the risk of needlestick injuries from 
suture needles by 69% (Parantainen, et al., 2011). 
Although blunt-tip suture needles currently cost some 
$.70 more than their standard suture needle counterparts, 
the benefits of reducing the risk of serious and poten-
tially fatal bloodborne infections for healthcare personnel 
support their use when clinically appropriate.
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A 2007 report suggests that the slight difference in 
costs of blunt- and sharp-tip suture needles is balanced 
by the economic savings associated with needlestick 
injury prevention. This report, which assessed the costs 
of managing occupational exposures to blood and body 
fluids, concluded that the cost of managing a needlestick 
injury can range from $376 to $2,456 per reported incident 
(O’Malley, et al., 2007). In addition, personnel who receive 
needlestick injuries may experience anxiety and a loss of 
productivity as they await the results of blood tests.

orGaniZationS endorSinG tHe USe 
 of BlUnt-tiP SUtUre needleS

OSHA’s bloodborne pathogens standard, 
revised on January 18, 2001 in response to the 
Needlestick Safety and Prevention Act of 2000, 
requires the use of safer devices, such as blunt-tip suture 
needles, when clinically appropriate, to reduce the risk 
of needlestick injury and subsequent pathogen transmis-
sion to personnel. The revised standard requires employ-
ers, with input from nonmanagerial direct patient care 
employees, to consider and implement available appro-
priate and effective safer medical devices designed to 
eliminate or minimize occupational exposure.

In 2007, OSHA and NIOSH issued a joint safety 
and health information bulletin emphasizing OSHA’s 
requirement and NIOSH’s recommendation to use 
blunt-tip suture needles, when clinically appropriate, to 
decrease needlestick injuries to surgical personnel.

The American College of Surgeons recom-
mends the universal adoption of blunt-tip suture needles 
as the first choice for the closure of fascia and muscle. 
This statement is endorsed by the Association of peri-
Operative Registered Nurses, American Association 
of Nurse Anesthetists, American Association of 
Surgical Physician Assistants, American Society of 
Anesthesiologists, American Society of PeriAnesthesia 
Nurses and Association of Surgical Technologists.

In addition, the 2011 Viral Hepatitis Action Plan 
issued by the U.S. Department of Health and Human 
Services recommends the use of blunt-tip suture needles, 
when clinically appropriate, to help reduce device-relat-
ed needlestick exposures among healthcare personnel.

recommendation

FDA, NIOSH and OSHA strongly encourage health-
care professionals in surgical settings to use blunt-tip 
suture needles to suture muscle and fascia, when clinical-
ly appropriate, to reduce the risk of needlestick injury and 
subsequent pathogen transmission to surgical personnel.

workEr protECtion

Blunt-Tip Surgical Suture 
Needles Reduce Injuries & Risk 

Needlestick injuries 
have the potential 
to expose health-
care personnel to 

bloodborne viruses, 
such as hepatitis B 

virus, hepatitis C 
virus and human 

immunodeficiency 
virus. 

http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051#1910.1030(d)(2)(i)
http://www.gpo.gov/fdsys/pkg/PLAW-106publ430/html/PLAW-106publ430.htm
http://www.cdc.gov/niosh/docs/2008-101/
http://http://www.facs.org/fellows_info/statements/st-58.html
http://www.hhs.gov/ash/initiatives/hepatitis/actionplan_viralhepatitis2011.pdf


rePortinG occUPational  
needleStick injUrieS

When an employee reports a sharps injury 
to his or her employer, OSHA’s bloodborne 
pathogens standard requires the employer to 
record the injury, make immediately available 
to the employee a confidential medical evalu-
ation and provide follow-up and investigate 
and document the circumstances and type of 
device involved. The employer can use this 
information to assist in preventing similar 
injuries in the future. Needlestick injuries 
must be documented as required in OSHA’s 
recordkeeping standard (29 CFR 1904.8).

In addition, OSHA’s bloodborne pathogens 
standard (29 CFR 1910.1030(h)(5)) states that 
any employer required to keep occupational 
injuries and illnesses records under 29 CFR 
1904 must maintain a sharps injury log to 
record needlestick injuries. The sharps injury 
log should contain, at a minimum, the follow-
ing information:

•type and brand of device involved in the 
incident; 

•department or work area where the exposure incident 
occurred; and 

•explanation of how the incident occurred. 
Furthermore, prompt reporting of adverse events can 

help FDA identify and better understand the risks associ-
ated with medical devices. If you suspect a problem with 
suture needles (sharp and blunt), you are encouraged 
to file a voluntary report through MedWatch, FDA’s 
Safety Information and Adverse Event Reporting program. 
Healthcare personnel employed by facilities that are sub-
ject to FDA’s user facility reporting requirements should 
follow the reporting procedures established by their facili-
ties. Click here for additional information about types of 
needlestick adverse events to report to FDA.

To help FDA learn as much as possible about the 
adverse events associated with suture needles, please 
include the following information in your reports, if 
available:

•manufacturer’s name;
•device name (needle brand name); 
•type of needle (blunt or sharp); 
•type of suture; 
•date device was manufactured; 
•distributor’s name; 
•details of adverse event and medical and/or surgical 

interventions (if required): 
—date the event occurred; 
—location of the event;
—nature of the injury and associated outcome; 
—status of the device; 
—can FDA contact the reporter for further follow-up?  •

referenceS
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Jagger, J., Berguer, R., Phillips, E.K., Parker, G. & 
Gomaa, A.E. (2010). Increase in sharps injuries in surgi-
cal settings versus nonsurgical settings after passage of 
national needlestick legislation. Journal of the American 
College of Surgeons, 210, 496-502.
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Costs of management of occupational exposures to 
blood and body fluids. Infection Control Hospital 
Epidemiology, 28(7), 774-82.
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Figure 1 Blunt-Tip Suture Needle 
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Contact 
Information: 
For more informa-
tion, contact osHa’s 
directorate of 
technical support 
and Emergency 
management at 
(800) 321-6742 or 
(202) 693-2300.

Prompt reporting of adverse 
events can help FDA identify  
and better understand the 
risks associated with medical 
devices.

http://www.osha.gov/recordkeeping/index.html
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=STANDARDS&p_id=10051#1910.1030(h)(5)(i)
http://www.fda.gov/Safety/MedWatch/HowToReport/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/PostmarketRequirements/ReportingAdverseEvents/default.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm071588.htm


T
he Needlestick Safety and Prevention Act (Pub. 
L. 106-430) was signed into law on November 
6, 2000. Because occupational exposure to 
bloodborne pathogens from accidental sharps 
injuries in healthcare and other occupational 

settings continues to be a serious problem, Congress felt 
that a modification to OSHA’s bloodborne pathogens 
standard was appropriate (29 CFR 1910.1030) to set 
forth in greater detail (and make more specific) OSHA’s 
requirement for employers to identify, evaluate and 
implement safer medical devices. The act also mandated 
additional requirements for maintaining a sharps injury 
log and for the involvement of nonmanagerial healthcare 
workers in evaluating and choosing devices.

HoW doeS tHe needleStick act aPPly to oSHa’S 
BloodBorne PatHoGenS Standard?

The act directed OSHA to revise its bloodborne 
pathogens standard (29 CFR 1910.1030). OSHA pub-
lished the revised standard in the Federal Register on 
January 18, 2001; it took effect on April 18, 2001. The 
agency implemented a 90-day outreach and education 
effort for both OSHA staff and the regulated public 
before beginning enforcement of the new requirements. 
Accordingly, OSHA will not enforce the new provisions 
of the standard (requiring employers to maintain a sharps 
injury log and to involve nonmanagerial employees in 
selecting safer needle devices) until July 17, 2001. (The 
requirement to implement the use of engineering controls, 
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which includes safer medical devices, has been in effect 
since 1992).

HoW doeS tHe reViSion affect StateS tHat  
oPerate tHeir oWn federally aPProVed  

occUPational Safety and HealtH ProGramS?
States and territories that operate their own OSHA-

approved state programs must adopt the revisions to the 
bloodborne pathogens standard, or adopt a more strin-
gent amendment to their existing standard, by October 
18, 2001. [Note: The original adoption date for state-plan 
states was July 18, 2001 (or 6 months from the date 
the standard was published in the Federal Register)]. 
However, an additional 3 months were added, which 
coincides with the federal 90-day education campaign.

doeS tHe Standard aPPly to PUBlic Sector  
(State and local GoVernment) emPloyeeS?

Federal OSHA standards do not apply to public sector 
employees, but the 24 states and two territories that oper-
ate OSHA-approved state plans are required to enforce 
an “at least as effective” standard in the public sector.

doeS tHe needleStick act aPPly to me?
OSHA’s bloodborne pathogens standard, including 

its 2001 revisions, applies to all employers who have 
employees with reasonably anticipated occupational 
exposure to blood or other potentially infectious materi-
als (OPIM). These employers must implement the appli-
cable requirements set forth in the standard. Some of the 

Faqs

Needlestick Safety  
& Prevention Act

Frequently Asked Questions
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new and clarified provisions in the standard apply only 
to healthcare activities, but some of the provisions, par-
ticularly the requirements to update the exposure control 
plan and to keep a sharps injury log, will apply to non-
healthcare as well as healthcare activities.

By WHat date do We HaVe to  
imPlement Safer medical deViceS?

The requirement to implement safer medical devices 
is not new. However, the revised standard further 
clarifies what is meant by “engineering controls” in the 
original 1991 bloodborne pathogens standard by adding 
language to the definition section of the standard that 
reflects the development and availability of new safer 
medical devices over the last decade. The 1991 standard 
states, “Engineering and work practice controls shall be 
used to eliminate or minimize employee exposure.” The 
revision defines engineering controls as “controls (e.g., 
sharps disposal containers, self-sheathing needles, safer 
medical devices, such as sharps with engineered sharps 
injury protections and needleless systems) that isolate or 
remove the bloodborne pathogens hazard from the work-
place.” Consequently, you should already have safer 
devices in place. If you have not already evaluated and 
implemented appropriate and available engineering con-
trols, you must do so now. Also, employees with occu-
pational exposure to blood and OPIM must be trained 
regarding the proper use of all engineering and work 
practice controls.

WHat if i HaVe neVer Had an emPloyee  
exPerience a needleStick? do i Still  

need to USe Safer deViceS?
Yes. OSHA standards are intended to be implemented 

as a means to prevent occupational injuries and illnesses. 
To most effectively avoid percutaneous injuries from 
contaminated sharps, employees must use engineering 
controls, including safer medical devices.

HoW many nonmanaGerial emPloyeeS  
do i need to inclUde in tHe ProceSS  
of cHooSinG Safer medical deViceS?

Small medical offices may want to seek input from all 
employees when making their decisions. Larger facili-
ties are not required to request input from all exposed 
employees; however, the employees selected should 
represent the range of exposure situations encountered 
in the workplace (e.g., pediatrics, emergency depart-
ment, etc.). The solicitation of employees who have been 
involved in the input and evaluation process must be 
documented in the exposure control plan.

doeS oSHa HaVe a liSt of  
aVailaBle Safer medical deViceS?

No. OSHA does not approve or endorse any product. 
It is your responsibility as an employer to determine 
which engineering controls are appropriate for specific 
hazards based on what is appropriate to the specific 

medical procedures being conducted, what is feasible 
and what is commercially available.

WHat if a Safer oPtion iS not aVailaBle  
for tHe medical deVice tHat i USe?

A key element in choosing a safer medical device, 
other than its appropriateness to the procedure and effec-
tiveness, is its availability on the market. If there is no 
safer option for a particular medical device used where 
there is exposure to blood or OPIM, you are not required 
to use something other than the device that is normally 
used. During your annual review of devices, you must 
inquire about new or prospective safer options and docu-
ment this fact in your written exposure control plan. 
With increasing medical technology, more devices are 
becoming available for different procedures. If no engi-
neering control is available, work practice controls shall 
be used and, if occupational exposure still remains, PPE 
must also be used.

WHat if tHe Safer deVice tHat  
i cHooSe iS on Back order?

Safety equipment must be available at all times. If 
for some reason an engineering control is not available 
(due to supply shortages, back orders, shipping delays, 
etc.), this must be documented in your exposure control 
plan. You would then be responsible to implement the 
chosen control(s) as soon as it becomes available and to 
adjust your exposure control plan to illustrate such. In 
the meantime, work practice controls must be used and, 
if occupational exposure still remains, PPE must also be 
used.

do i HaVe to keeP a SHarPS injUry loG?  
doeS it HaVe to Be confidential?

If, as an employer, you are required to maintain a 
log of occupational injuries and illnesses under 29 CFR 
1904, you must also establish and maintain a sharps 
injury log for recording percutaneous injuries from con-
taminated sharps. The sharps log must contain, at a mini-
mum, information about the injury, the type and brand 
of device involved in the injury (if known), the depart-
ment or work area where the exposure occurred and an 
explanation of how the incident occurred. The log must 
be recorded and maintained in such a manner so as to 
protect the confidentiality of the injured employee (e.g., 
removal of personal identifiers).

doeS tHe reViSed BloodBorne PatHoGenS  
Standard aPPly to medical or dental officeS  

tHat HaVe feWer tHan 10 emPloyeeS?
OSHA’s bloodborne pathogens standard applies to 

all employers with employees who have occupational 
exposure to blood or OPIM, regardless of how many 
workers are employed. However, workplaces with 10 or 
fewer employees are exempt from OSHA recordkeeping 
requirements and are also exempt from recording and 
maintaining a sharps injury log (see 29 CFR 1904 for 



applicability of recordkeeping requirements). All other 
applicable provisions of the bloodborne pathogens stan-
dard still apply.

WHat neW information do i need to inclUde  
in my Written exPoSUre control Plan?  

HoW often do i need to UPdate it?
In addition to what the 1991 standard already 

requires, the revised standard requires the documenta-
tion of 1) annual consideration and implementation of 
appropriate engineering controls and 2) solicitation of 
nonmanagerial healthcare workers in evaluating and 
choosing devices. The plan must be reviewed and updat-
ed at least annually.

WHere can i Get information  
aBoUt WHat iS exPected of me?

Several resources are available for employers and 
employees with regard to occupational exposures 
to blood and OPIM. First is the OSHA bloodborne 
pathogens standard (29 CFR 1910.1030). Also avail-
able is CPL 2-2.69 (November 2001). You may access 
enforcement procedures for occupational exposure to 
bloodborne pathogens and information from OSHA’s 
consultation and state-plan state offices via OSHA’s 
website or by phone at (800) 321-OSHA. NIOSH and 
CDC also have several documents related to the preven-
tion of occupational exposure to blood and OPIM.
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Medical Device Reporting
WHat are tHe mandatory reqUirementS, Under 
21 cfr Part 803, for deVice USer facilitieS,  

imPorterS and manUfactUrerS to rePort  
needleStick-related adVerSe eVentS to fda? 
The Medical Device Reporting (MDR) regulation, 21 

CFR Part 803, requires that user facilities must submit 
medical device adverse event reports, on FDA Form 
3500A, to FDA and the device manufacturer whenever 
the facility become aware that a device used at the facil-
ity may have caused or contributed to a patient death. 
User facilities must also report adverse events to the 
device manufacturer or to FDA (if the manufacturer is 
unknown) whenever they become aware that a device 
may have caused or contributed to a serious injury to a 
patient of the facility.

In addition, user facilities are required to submit an 
annual report on FDA Form 3419 summarizing the 
reports submitted by the user facility during the reporting 
period 21 CFR Part 803.3. 

The MDR regulation requires that device importers 
must submit medical device adverse event reports, on 
FDA Form 3500A, to FDA and the device manufac-
turer whenever they become aware that one of their 
imported devices may have caused or contributed to 
a death or serious injury. Device importers must also 
submit adverse event reports to the device manufacturer 
whenever they become aware that one of their imported 
devices has malfunctioned and such a malfunction would 
be likely to cause or contribute to a death or serious 
injury if it were to recur.

The MDR regulation requires that device manufactur-
ers must submit medical device adverse event reports to 
FDA, on FDA Form 3500A, whenever the manufacturer 
becomes aware that one of their manufactured devices 
may have caused or contributed to a death or serious 
injury. Device manufacturers must also submit adverse 
event reports to FDA whenever they become aware that 

one of their manufactured devices has malfunctioned and 
such a malfunction would be likely to cause or contrib-
ute to a death or serious injury if it were to recur.

In addition, the manufacturer is required to submit a 
baseline report, for a device when the device model is 
first reported as required by Parts 803.50 and 803.52 
(21 CFR Part 803.55). 

WHere can i find more information aBoUt tHe 
mandatory rePortinG reqUirementS for deVice 
USer facilitieS, imPorterS and manUfactUrerS? 
The mandatory MDR requirements, forms, instruc-

tions for filling out the forms, guidance documents and 
Federal Register notices can be found on the Reporting 
Problems with Medical Devices homepage.

You may also submit questions to the Reporting 
Systems Monitoring Branch, Division of Surveillance 
Systems, Office of Surveillance and Biometrics at 
rsmb@cdrh.fda.gov or by calling (301) 594-2735.

WHen do i need to rePort a needleStick-related 
eVent rePortaBle Under 21 cfr Part 803? 

A needlestick-related event is reportable as a death, 
serious injury or malfunction as follows:

A death report should be submitted by a user facil-
ity, importer and manufacturer if the device may have 
caused or contributed to the death of the individual. 

A serious injury report should be submitted by a user 
facility, importer and manufacturer if the device resulted 
in an injury to an individual and the injury was life-
threatening, resulted in permanent impairment of a body 
function or permanent damage to a body structure or 
necessitated medical or surgical intervention to preclude 
permanent impairment of a body function or permanent 
damage to a body structure. 

A device malfunction report should be submitted 
by an importer and manufacturer if the device failed 

Frequently Asked Questions

http://www.osha.gov
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803&showFR=1
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=803&showFR=1
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048334.pdf
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048334.pdf
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM080796.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=803.3
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=803.50
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=803.52
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=803.55
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm
mailto:rsmb%40cdrh.fda.gov?subject=
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to perform as intended and would be likely to cause or 
contribute to a death or serious injury if the needlestick 
event recurred. 

If a person who is exposed to infectious materials via 
a needlestick that resulted from a device failure is subse-
quently treated medically or surgically to prevent perma-
nent impairment, then the event becomes reportable by 
the user facility, importer and manufacturer as a serious 
injury report.

First aid is not considered to constitute medical inter-
vention, and this type of intervention will not require an 
MDR report. Examples of first aid are the application of 
a bandage or simple cleaning of the site of a needlestick. 
In addition, an in-vitro diagnostic test for bloodborne 
diseases is not considered to constitute medical interven-
tion. However, administration of a tetanus shot, a gamma 
globulin shot or stitches is considered medical interven-
tion. This type of intervention triggers the submission 
of a mandatory serious injury adverse event report by a 
device user facility, importer or manufacturer.

WHat iS a medical deVice malfUnction? 
A malfunction is the failure of a device to meet its 

performance specifications or to perform as intended. 
If you are an importer or manufacturer of a device, you 
must report a malfunction when it is likely to cause or 
contribute to a death or serious injury if the malfunction 
were to recur.

Once a malfunction has caused or contributed to a 
death or serious injury, a presumption that the malfunc-
tion is likely to cause or contribute to a death or seri-
ous injury has been established. This presumption will 
continue until the malfunction has caused or contributed 
to no further deaths or serious injuries for a period of 2 
years or valid data show that the likelihood of another 
death or serious injury because of the malfunction is 
remote.

A malfunction that is or can be corrected during rou-
tine service or device maintenance should be reported if 
the malfunction is likely to cause or contribute to a death 
or serious injury if it were to recur.

You need not report a malfunction if it is not likely to 
result in a death or serious injury.

If you are a user facility, you are not required to 
report any device malfunctions. However, you are 
encouraged to report device malfunctions to the device 
manufacturer and/or to FDA through the voluntary 
MedWatch program.

do i need to rePort a needleStick-related eVent 
tHat inVolVeS Blood SPillaGe or SPlatterinG? 
You need not report a device-related blood spillage 

or splattering event unless the incident is the result of 
a device malfunction. If you are a manufacturer or an 
importer, you should report any spillage or splattering 
malfunction event if a recurrence is likely to cause or 
contribute to a death or serious injury.

do i need to rePort a needleStick-related eVent 
dUe Solely to USer error? 

It depends on the severity of the event. Events involv-
ing a death or a serious injury where user error may have 
caused or contributed to a needlestick-related event are 
reportable by a user facility, importer and manufacturer.

aS a manUfactUrer, WHat tyPe of folloW-UP 
inVeStiGation SHoUld i condUct for eVentS  

inVolVinG needleStick-related deViceS? 
You are required to make a “good faith effort” to 

obtain information about the event 21 CFR 803.50. You 
should document all follow-up attempts and reasons 
why any of the required MDR information could not 
be obtained. You should include in your file a record 
of each attempt to obtain information and the reporter’s 
responses. The documentation contained in your files 
may be reviewed to determine whether you have made a 
reasonable attempt to follow up and obtain the required 
information. If your firm determines that the event is not 
reportable under the MDR regulation, then your files 
should contain documentation supporting this decision.

The follow-up investigation should focus on obtaining 
as much information as possible.

HoW can i SUBmit VolUntary medWatcH rePortS 
concerninG needleStick-related eVentS to fda 

WHen tHoSe eVentS are not reqUired 
 to Be rePorted By 21 cfr Part 803? 

User facilities are not required to submit mandatory 
malfunction adverse event reports involving needlesticks 
to FDA. However, healthcare workers are encouraged to 
report malfunctions involving needlestick-related events 
to the device manufacturer or to FDA through FDA’s 
MedWatch Voluntary Reporting Program on FDA Form 
3500. Information about the FDA MedWatch Voluntary 
Reporting program and the Form FDA 3500 Voluntary 
Reporting Form is available here. A voluntary report 
can be completed online by accessing the MedWatch 
homepage and clicking on “Submit Reports” or by direct 
access here. In lieu of submitting a voluntary report via 
the Internet, you may report by dialing (800) FDA-1088 
or (240) 276-3000.  •

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?FR=803.50
http://www.fda.gov/Safety/MedWatch/default.htm
http://www.accessdata.fda.gov/scripts/medwatch/


Influenza (flu) is a contagious viral respiratory disease 
that peaks in the winter months. According to CDC, 
influenza causes approximately 200,000 hospitaliza-
tions and 36,000 deaths in the U.S. each year.

HoW inflUenZa SPreadS

Influenza is easily spread from person to person 
through coughing and sneezing, and those infected 
can be contagious before any signs of the flu are pres-
ent. Young children, the elderly and those with chronic 
health problems are at particular risk for severe compli-
cations from the flu.

reaSonS for HealtHcare  
WorkerS to Be Vaccinated

Healthcare workers are at high risk for contracting 
influenza through their exposure to high-risk patients. 
CDC has classified healthcare workers as a high-priority 
group for yearly vaccinations that are highly effective at 
preventing influenza. Not only are healthcare workers in 
danger of contracting influenza, they can also spread the 
illness to their family and to patients.

Employers have a duty to create a safe work environ-
ment. Encouraging influenza vaccination for their health-
care employees is one method of doing this. The current 
rate of influenza vaccination among healthcare workers 
is disappointing, and increasing this rate could signifi-
cantly enhance healthcare worker safety and increase 
their productivity.

jcaHo accreditation

The Joint Commission on Accreditation of Healthcare 
Organizations (JCAHO) acknowledges that influenza 
immunization of healthcare workers is of vital impor-
tance. On January 1, 2007, JCAHO began requiring, 
as part of its accreditation process, that organizations 
institute annual influenza programs, including offering 
vaccination onsite and promoting healthcare worker par-
ticipation.

WHo elSe needS to Be Vaccinated

Individuals at high risk for flu complications, and 
their close contacts, should be vaccinated yearly. People 
at high risk include children between the ages of 6 
months and 5 years, adults over 50, individuals with cer-
tain medical conditions, pregnant women and people in 
long-term care facilities and nursing homes. Anyone car-
ing for these individuals should also be vaccinated.
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diSPellinG inflUenZa Vaccine mytHS

Influenza vaccination is highly effective, and adverse 
effects are rare. Protection usually develops within 2 
weeks of vaccination, which is recommended in October 
or November. The vaccine does not cause the flu. An 
injection and a nasal spray vaccination are also available. 
Healthcare workers should consult with their employer 
to find out which vaccination is used in their healthcare 
setting, where and when to get vaccinated and whether 
the employer provides free vaccinations. Increasingly, 
employers in healthcare settings are making the vaccine 
conveniently available to employees during their normal 
work shifts.

if yoU decide not to Be Vaccinated

Employees increase their risk of contracting the flu if 
they decide to decline vaccination. Influenza vaccination 
has been determined to be an important protection for 
healthcare workers because they have a greater risk of 
exposure. In addition, healthcare workers can pass the 
virus to vulnerable patients and take the infection home 
to their families.

Visit www.osha.gov for more information. •

workEr protECtion

Seasonal Flu Vaccination: Important 
Protection for Healthcare Workers

ASSE PROFESSIONAL DEVELOPMENT 
CONFERENCE & EXPOSITION

Las Vegas, NV  |  June 24-27  | www.SAFETY2013.org

Healthcare workers 
are at high risk for 

contracting influenza 
through their exposure 

to high-risk patients. 

http://www.osha.gov
http://www.safety2013.org
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T
here arere millions of employees across thou-
sands of sites, and they have the highest illness 
and injury rates in the nation. There are mil-
lions of healthcare-associated infections and 
fatalities each year, and there are few inspec-

tions and low penalties. Healthcare might feel exempt, 
but it looks like it finally got OSHA’s attention. A 
formal request for information (RFI) and regional and 
national emphasis programs (NEPs) might just be the 
start. 

Healthcare workers (HCWs) represented approxi-
mately 11% of the U.S. workforce in 2010, including 
13.7 million professionals, technicians, support workers 
and others not directly providing patient care (i.e., main-
tenance and laundry), with approximately 4.6 million 
of those in hospitals (BLS, 2011). In the May 6, 2010, 
Federal Register, OSHA published an RFI to collect 
information from the healthcare industry on “occupation-
al exposure to infectious agents in settings where health-
care is provided.” This includes hospitals, outpatient 
clinics, clinics in schools and correctional facilities and 
“healthcare-related” settings, ranging from laboratories 
that handle potentially infectious materials to medical 
examiners’ offices to mortuaries.
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OSHA is specifically interested in current infection 
control strategies and practices and will use the infor-
mation to “determine what action, if any, the agency 
may take to further limit the spread of occupationally 
acquired infectious diseases in these settings” (DOL, 
2010).

The deadline for comments was August 4, 2010, and 
the responses, which are still under review, totaled 502 
(USA.gov, 2011).

oSHa inSPection PrioritieS

With only one inspector for every 66,258 covered 
employees (AFL-CIO, 2010), in 7 million regulated 
workplaces in the U.S., DC, Puerto Rico and the Virgin 
Islands, OSHA prioritizes inspections by 1) imminent 
danger situations, 2) fatalities and catastrophes, 3) com-
plaints and referrals, 4) “programmed” or planned inves-
tigations of high-hazard industries or those with high 
injury and illness rates and follow-ups (DOL, 2002). 
They also develop NEPS, such as for combustible dust 
(following a series of grain and sugar dust explosions) 
and microwave popcorn manufacturing facilities (expo-
sure to butter-flavoring chemicals) to address newly rec-
ognized hazards (DOL, n.d.).

osHa By Scott Harris, Ph.D., MSPH

OSHA in Healthcare:  
Out of Sight & Out of Mind?

	  

 

Figure 1 Numbers of Annual Federal & State OSHA  
Inspections of Hospitals (SIC 8062) for FY 2002-11

 (Source: DOL, 2012)
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oSHa “mytHS” freqUently  
encoUntered WitHin HealtHcare

•Healthcare is Exempt from OSHA Coverage. 
“OSHA uses the term ‘general industry’ to refer to all 
industries not included in agriculture, construction or 
maritime. General industries are regulated by OSHA’s 
general industry standards, directives and standard inter-
pretations” (DOL, 2011).

•OSHA Does Not Inspect Healthcare Facilities. In FY 
2011, OSHA conducted 40,453 inspections, of which 
138 (0.34%) were hospitals, while state OSHA programs 
conducted 56,733 inspections of which 233 (0.41%) 
were hospitals (DOL, 2012). Gross annual numbers of 
inspections by state and federal OSHA have remained 
reasonably flat (Figure 1) (DOL, 2012).

Even with no prioritization for high incidence rates or 
complaints, at 3.6% of the workforce, these 371 inspec-
tions represent far less than a prorated “fair share” of the 
97,186 performed, which would have been 3,499 hospi-
tal inspections—an 843% increase.

•OSHA Does Not Cite Healthcare Facilities. OSHA 
issued 436 citations to hospitals in FY 2011. Top find-
ings were bloodborne pathogens, hazard communica-
tion, electrical and forms (DOL 2012). OSHA data also 
revealed that, while states collectively conduct more 
hospital inspections than federal OSHA, the efforts are 
not evenly distributed. Four states did no inspections 
of hospitals that year. Five states inspected but issued 
no citations, while the remaining 16 both inspected and 
cited (Table 1) (DOL, 2012).

Trends in state citations vary by state. For example, 
in Maryland, the top findings were formaldehyde, no 
chemical information list, hazard communication and 
annual summaries (DOL, 2012), while Tennessee led 
with bloodborne pathogens, documentation of sharps 
injuries, 300 log maintenance and woodworking machin-
ery requirements (DOL, 2012).

•Our Incidence Rates Are Low. OSHA states, 
“General medical and surgical hospitals (NAICS 6221) 
reported more injuries and illnesses than any other indus-
try in 2007—more than 253,500 cases” (BLS, 2008). In 
2010, the private healthcare sector as a whole experienced 

1.5 times the injury and illness rate for private industry, 
with hospitals at 2 times and nursing homes at 2.4 times. 
Rates for state facilities were even higher, at 3.4 times 
and 4.3 times, respectively (Figure 2) (BLS, 2011). 
Hospitals again held the number one position in injury 
and illness cases with 258,200 reported (BLS, 2011).

•We Have Few Complaints. From FY 2007 through 
most of FY 2010, for both federal and state OSHA, 
approximately half of inspections done at hospitals 
each year were driven by complaints (DOL, 2011). In 
FY 2011, federal OSHA identified 55% of its hospital 
inspections as coming from complaints, while for states 
collectively the value was 48% (DOL, 2012). If unfamil-
iar with OSHA whistleblower protections (DOL, 2007), 
it should be noted that OSHA is unforgiving of retalia-
tion for safety complaints.

•We Have No High-Profile Issues. In the 2010 RFI, 
OSHA describes healthcare as having “a weak culture of 
worker safety” related to a lack of data on the prevalence 
of infections among HCWs and “a 
lack of effort by healthcare employ-
ers” in tracking or documenting 
them. OSHA thinks too many 
HCWs are getting sick at work and 
that voluntary standards are not 
working, largely due to poor safety 
programs and lack of regulatory 
oversight. This might also be an 
attempt to address healthcare-asso-
ciated infections (HAIs), “among 
the leading causes of death in the 
U.S., accounting for an estimated 
1.7 million infections and 99,000 
associated deaths in 2002,” through 
protecting healthcare employees 
since OSHA notes that infectious 
agents are transmitted between 
employees and patients (DOL, 2010).

For perspective on the relative magnitude of 99,000 
annual HAI fatalities, consider these statistics on fatali-
ties that generate many more headlines and much more 
public reaction:

In 2010, the private 
healthcare sector 
as a whole expe-
rienced 1.5 times 
the injury and ill-
ness rate for private 
industry, with hos-
pitals at 2 times and 
nursing homes at 
2.4 times. 

Table 1 FY 2011 State OSHA Inspections/Citations  
of Hospitals By State (These state plans  

cover only public sector employees) 
	   AK  3/18  IA  3/3  MI  11/15  NC  8/0  UT  3/0  

AZ  4/4  IL*  1/9  MN  9/4  NY*  10/10  VA  6/4  
CA  69/41  IN  2/0  NJ*  0/0  OR  12/10  VT  1/0  
CT*  1/0  KY  2/6  NM  2/1  SC  0/0  WA  11/12  
HI  0/0  MD  2/9  NV  13/6  TN  36/98  WY  0/0  

 (Source: DOL, 2012)



•9,406 from AIDS in 2009 (CDC, 2012);
•22,400 from drug overdoses in 2005 (Paulozzi, 2008);
•3,000 from foodborne illness (average) (CDC, 2011);
•10,878 from emphysema in 2009 (CDC, 2012);
•12,996 from murder in 2010 (FBI, 2011);
•34,925 from highway, rail and aviation crashes in 

2010 (NTSB, 2011);
•4,547 from workplace injuries in 2010 (BLS, 2011).
These sources nominally represent 98,152 fatalities 

per year. Thus, based on OSHA’s estimate, HAIs kill 
more people in the U.S. every year than AIDS, drug 
overdoses, foodborne illness, emphysema, murder, high-
way, rail and aviation crashes and workplace fatalities 
combined.

Society annually spends billions on awareness and 
prevention, security, treatment, safety engineering, 
research, gun control, regulations, government and pri-
vate investigations, training, lawsuits and media cover-
age on these threats, but when is the last time we heard 
more than passing mention of HAIs?

•OSHA Can Just Use the General Duty Clause for 
Infection Control Issues. In FY 2011, OSHA used the 
general duty clause 3,314 times (DOL, 2012). Only one 
was for a hospital, a case of workplace violence in New 
Jersey (DOL, 2012). Based on its rare use at hospitals 
and the magnitude of the issue as framed in the RFI, 
infection control will almost certainly be addressed by 
specific regulatory action, not by subjective general duty 
clause citations.

•Joint Commission Covers OSHA Requirements. This 
is the most often repeated and perhaps most dangerous 
myth. The Joint Commission (TJC) standards reference 
some OSHA requirements, i.e., MSDSs, proper labels 
for hazardous materials, fire protection, exits and life 

safety (TJC, 2009). However, the most common fed-
eral OSHA violations in hospitals (bloodborne patho-
gens, hazard communication, electrical, forms) are not 
addressed by TJC, with the exception of the mentioned 
labeling requirements. A perfect TJC score and full 
accreditation with no additional effort guarantees a failed 
OSHA inspection. TJC is focused on patient safety, not 
employee safety. OSHA compliance is simply not TJC’s 
job.

We HaVe tHeir attention

Years of noncompliance, chronically high incidence 
rates and neglect for employee safety have finally paid 
off, and we are getting OSHA’s attention. As part of 
an ergonomic enforcement plan (EEP), a 2012 Nursing 
Home NEP will focus on ergonomic hazards related to 
patient handling, as well as exposures to bloodborne 
pathogens and tuberculosis, and slips, trips and falls. 
Under the NEP, approximately 1,000 nursing homes 
with the highest incidence rates will be inspected by 
specially trained teams. Enforcement for ergonomic haz-
ards will be under the general duty clause (DOL, 2011). 
Through a data initiative, the second part of OSHA’s 
EEP, injury and illness data collected from approxi-
mately 80,000 establishments will identify those with the 
highest rates (DOL, 2011). Hospitals are certain to make 
that list since their rates, although well below those of 
nursing homes, are consistently double the national aver-
age for general industry. Considering that incidence rates 
in healthcare are commonly thought to be underreported, 
the already high rates are expected to climb following 
this enforcement effort.

More than 380,000 sharps-related injuries occur annu-
ally in hospital settings, and an estimated 600,000 to 
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Figure 2 2010 Injury & Illness Rates Per  
100 Employees for the Indicated Sectors

 (Source: DOL, 2012)
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800,000 such injuries occur annually across the health-
care sector. Again, the high rates of injuries and non-
compliance drove OSHA action. Region 4 OSHA has a 
regional emphasis program in effect through September 
30, 2012, that is focused on bloodborne pathogen expo-
sures and sharps/needlestick injuries at ambulatory surgi-
cal centers (ASCs), emergency care clinics and primary 
care medical clinics (DOL, 2011). More than half of 
surgeries in the U.S. are performed in ASC facilities, and 
in the last 10 years, more than 130,000 patients served 
at ASCs were notified of potential hepatitis and/or HIV 
exposure due to “unsafe injection practices and lapses in 
infection control” (ICT, 2011).

PenaltieS

It remains to be seen how many citations will be 
issued or how much the penalties might be related to 
these or other emphasis programs aimed at healthcare. It 
probably depends on what it takes to make us “straighten 
up.” Looking at FY 2011, the cost per citation works 
out to only $838, not exactly enough to scare a facil-
ity into compliance (DOL, 2012). Before anyone starts 
thinking that is cheap enough to write off as the cost of 
doing business, consider the options OSHA has to ramp 
up the pain. Serious violations (likely to harm or kill and 
the employer knew or should have known) can go up 
to $7,000 per violation. Willful violations (knowingly 
committed) have a minimum of $5,000 and can go up to 
$70,000. Repeat violations also go up to $70,000. Failure 
to abate (not correcting the violation on time) is worth 
up to $7,000 (DOL, 1996). And you can get hit with a 
combination of these (think repeat serious, which easily 
becomes a willful). Further, willful or repeat violations 
may also subject you to criminal or civil action.

OSHA has some discretion in assessing penalties, 
but if it becomes apparent that low penalties are fueling 
disregard for the program, the easy fix is to start adding 
zeros. It is in everyone’s best interest not to make them 
go there.

conclUSion

This is a wakeup call for healthcare. OSHA is using 
blunt language in characterizing healthcare as poor 
safety performers. With 13.7 million employees across 
thousands of sites, incident rates far higher than general 
industry norms, low inspection rates, complaints driv-
ing half of hospital inspections, millions of HAI infec-
tions and 99,000 fatalities per year, healthcare makes an 
attractive target. The new emphasis programs for nursing 
homes, residential care facilities and ASCs/clinics are 
probably just the beginning and, even if we were to get 
only our prorated share, that is an additional 10,000+ 
inspections per year. Do we really want to force OSHA 
into that position?

An industry view of TJC accreditation as the only 
program that matters, combined with the relative lack of 
OSHA inspections and low penalties, has marginalized 

occupational health and safety programs within health-
care, created high incidence rates and nurtured the myths 
discussed in this article. Healthcare may see OSHA as an 
abstract concept, but OSHA has marked healthcare as a 
high-hazard industry.

The poor RFI response rate only strengthens OSHA’s 
perception that healthcare is not serious about infection 
control. The setting begs for regulatory intervention, 
which OSHA asserts in the RFI was successful in similar 
circumstances for bloodborne pathogens and tubercu-
losis. There are no healthcare exemptions to OSHA’s 
requirements, and years of operating under the honor 
system have not worked. Healthcare must put the same 
emphasis on OSHA programs as it currently gives TJC. 
To do otherwise is negligence. •
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The environmental Practice Specialty (ePS) 
focuses on issues, such as environmental manage-

ment, water and air quality, solid and hazardous waste, 
emergency planning and response practices, chemicals 
and toxicology, legislative and regulatory monitoring, 
and expert testimony and resources. 

From its start in 1990, EPS has always made an effort 
to provide its members with opportunities for profes-
sional development and recognition through conference 
events, webinars, guidance documents, its triannual pub-
lication enviroMentor and awards programs. In addi-
tion, EPS routinely surveys its members for their input 
on OSHA and EPA legislation and on hot topics, such as 
hydrogen as an alternative fuel source and green practic-
es in the workplace. EPS also sponsors the Agricultural 
Branch. 

To join this popular practice specialty, contact cus-
tomer service at (847) 699-2929 or visit www.asse.org/
JoinGroups. 

If you are an existing member of EPS and would like 
to join the Agricultural Branch for free, send an e-mail to 
customerservice@asse.org indicating your interest.

Follow EPS at www.asse.org/ps/environmental 
and on LinkedIn. •

Environmental Practice Specialty
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The ASSE foundation is pleased to announce 
the 2013 Liberty Mutual Safety Research 

fellowship Program available to individuals with 
a doctoral degree or working toward a master’s 
or doctorate. fellows will spend 4 to 6 weeks dur-
ing the summer of 2013 at the Liberty Mutual 
Research Institute for Safety in Hopkinton, MA, 
with access to current research projects, systems, 
equipment, researchers and other resources. 
fellows will receive a weekly stipend. Click here 
for more information and to review the applica-
tion. Applications for Summer 2013 are due feb.1, 
2013. •

Research Fellowship
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A
s an SH&E professional, you engage in risk 
every day. This is especially true in health-
care, where workers face many serious safety 
and health hazards. According to OSHA 
(http://www.osha.gov/SLTC/healthcarefacili-

ties/index.html), this industry has one of the highest rates 
of work-related injuries and illnesses. In fact, in 2010, 
the healthcare and social assistance industry reported 
more injury and illness cases—653,900—than any other 
private industry sector. And, as healthcare is the fastest-
growing sector of the U.S. economy, the number of 
workers (currently more than 18 million) who could 
potentially become injured or ill will only continue to 
increase.

To prevent or reduce exposure to hazards, it comes 
down to this: healthcare workers must better understand 
potential hazards, the risk hazards pose to them person-
ally and how to reduce those risks. Safety signs have a 
significant role to play in achieving this objective. They 
serve as visual reminders of existing safety programs to 
reinforce safe behavior at the point of interaction with a 
potential hazard. This article explores some of the cur-
rent issues related to communicating safety effectively 
and opportunities presented by new standards-based 
safety communication tools. A specific example of safety 
signage in laboratories is also addressed.

commUnicatinG in today’S World

Today’s world presents certain challenges to com-
municate safety effectively. Let us look at some of the 
characteristics of our present-day culture and workforce 
and what each means for safety signage.

•We are busy. Current technology allows us to pro-
duce and consume more information than ever before. 
Surrounded by all this “noise,” it can be difficult to get 
people’s attention. It is estimated that the average person 
sees between 3,000 and 4,000 signs over the course of 
each day, few of which are consciously paid attention to.

What this means for safety signage: Signs must be 
clear and concise, as well as eye-catching. A safety sign 
that goes unnoticed is not able to convey its essential 
safety message.

•We are increasingly visually literate, with images 
becoming the predominant form of communication. 
Researchers have found that people remember ideas best 
when they are displayed as images or as images paired 
together with text (rather than text alone). 

What this means for safety signage: The use of imag-
es—symbols—along with text is key.
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•Our marketplace is globalized. Products are shipped 
across borders to all parts of the world. Workforces are 
diverse, with different languages spoken.

What this means for safety signage: Safety signs must 
communicate across language barriers. The use of sym-
bols is becoming ever more critical.

•Workforces are made up of many different gen-
erations, each with their own distinct attitudes and 
viewpoints. For example, while older generations may 
have been satisfied with simply following a command, 
Generation Y does not want to just be told what to do; 
they want to understand why they must do it.

What this means for safety signage: Safety signs 
should aim to convey more complete hazard informa-
tion, including what the hazard is and how to avoid it, so 
that different types of audiences will not only understand 
the message, but heed it. 

neW Safety commUnication toolS

These challenges can be addressed with proper safety 
signage designed using today’s latest standards-based 
warning technology. New methods are available for com-
municating risk that provide better ways to warn than 
the status quo found in most workplaces. These new best 
practice, OSHA-accepted technologies in safety com-
munication are the U.S. safety sign standards from the 
American National Standards Institute (ANSI) and the 
global standards from the International Organization 
for Standardization (ISO) [OSHA accepts the use of the 
ANSI Z535 standards (including their latest 2011 revi-
sion) because they are based on the same predecessor 
standards that OSHA used to write its original regula-
tions]. Both sets of standards use semiotics—color, shape, 
graphical symbols and text—to establish best practices 
for safety signs, labels and markings.

The ANSI Z535 standards establish a “national uni-
form system for hazard recognition,” while the ISO 3864 
standards establish global best practices for the design 
and use of safety symbols on safety signs. The ANSI 
Z535.2 Standard for Environmental and Facility Safety 
Signs, the primary standard for workplace and public area 
safety signs, has been updated over the last 2 decades to 
include principles derived from human factors research 
on how people comply with visual messages. This ANSI 
standard also contains guidelines for the content of warn-
ings based on U.S. case law that has refined the definition 
for what constitutes an “adequate warning.” Most safety 
signs in place in workplaces today communicate only 
partial information. The newer technology, as defined in 
the ANSI and ISO standards, is different and better. 

HazCom By Geoffrey Peckham

Effectively Communicating 
Safety in Today’s World

http://www.cdc.gov/niosh/topics/healthcare/
http://www.cdc.gov/niosh/topics/healthcare/


How, specifically, do these new tools address the 
challenges previously discussed in order to better com-
municate safety in today’s world? Figure 1 illustrates the 
differences between old and new signage, showing that 
the new signage:

•includes color-coded signal words as well as symbols 
to draw attention to the sign;

•accommodates symbols to strengthen the message 
and to communicate across language barriers;

•gives workers the precise knowledge they need to 
better avoid the hazard (conveying both hazard descrip-
tion and hazard avoidance information). 

aPPlyinG tHe toolS: laB Safety

Let us look at an example from the healthcare indus-
try to show how these new tools can be applied. Think 
about the safety signs in use in laboratory environments, 
whether it is a hospital lab, clinic lab or university lab. 
A variety of important healthcare-related safety informa-
tion needs to be communicated, from PPE requirements 
to emergency contact information. Often, this content 
must be customized to the specific lab environment, and 
it may be subject to change depending on what is going 
on in the lab at a specific time. The present situation is 
that this signage is most often haphazard, cluttered and 

unorganized. The latest best practice ANSI and ISO 
standards for visual safety communication have usually 
not been considered (Photo 1). As such, lab door signage 
usually fails to:

•effectively catch the audience’s attention;
•use proper symbols to quickly convey information 

and to communicate across language barriers;
•convey complete hazard information.
An effective solution to this problem of haphazard, 

out-of-date lab door signage is to install a quick-tailored 
sign system that includes ANSI- and ISO-formatted 
components that can be easily changed to accurately 
communicate specific hazards associated with the lab 
and the PPE required to avoid injury (Photos 2-4). Such 
a sign allows those responsible for safety to customize 
each part of the sign to meet the specific and sometimes 
changing needs of the lab environment. Each slot’s mes-
sage on this sign can be changed, and even the number 
and size of the slots can be tailored to order. The new 
type of lab door safety signage uses ISO symbology 
(see Figure 2 for examples of various healthcare-related 
symbols), ANSI Z535 formatting and color coding, and 
tailored safety messaging in its content. The result is a 
single sign that is able to convey its essential safety mes-
sages to today’s workforce. 

Figure 1 
The Old 
vs. New 
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The comparisons 
show how the new 
ANSI and ISO best 
practice standards 
use combinations 
of color, signal 
words, precise text 
messaging and 
graphical symbols 
to better communi-
cate safety.



conclUSion 
Safety signs, when designed well, can be a powerful 

tool for SH&E professionals to effectively communicate 
safety. Laboratory door signage is just one example of 
how the new standards-based visual safety communica-
tion can help improve workplace safety. 

As a follow-up to this article, please submit any health-
care-related safety issues or hazard challenges that could 
benefit from the development of a new standards-compli-
ant safety sign. Subsequent HealthBeat articles will feature 
the “old” and “new” signs so Healthcare Practice Specialty 
members can see the benefits of using the new standards 
to achieve specific safety communication objectives.  

Our overall goal in this effort is to establish new bench-
mark safety signs that both meet the latest standards and 
use the best practice design principles of semiotics to 
communicate safety. To submit your ideas, click here. •
Geoffrey Peckham is a longtime member of ASSE and CEO 
of Clarion Safety Systems. He is chair of both the ANSI Z535 
Committee and the U.S. Technical Advisory Group to ISO 
Technical Committee 145: Graphical Symbols. Over the past 2 
decades, he has played a role in the harmonization of U.S. and 
international standards pertaining to safety signs, colors, formats 
and symbols.  

This article is courtesy of Clarion Safety Systems ©2012. All 
rights reserved.
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Photos 2-4 Lab door safety signage that meets best practice standards 
for safety communication, helping to keep staff informed and to pro-
vide critical information to emergency responders. 

Figure 2  
Healthcare-

Related 
ISO Safety 

Symbols Aid 
Comprehension

Photo 1 An assortment of lab door safety signs, without 
regard to best practice standards for safety communications.

1 2

3 4
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Rethink Safety 

Changing Behaviors 

ASSE Global Safety Conference 

The CSP Experience 

Convergence: The Role of  
Safety in Sustainability  

Best Practices in Fire Safety  
Virtual Symposium 
Brought to you by the Fire  
Protection Practice Specialty 

“Watch Out!” for Your Organization:  
A Virtual Law Symposium for 
Safety Professionals  

Virtual Learning 
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standards

T
he newly revised standard, “American National 
Standard for Occupational Health and Safety 
Management Systems” (ANSI/AIHA/ASSE 
Z10-2012), was approved by the American 
National Standards Institute on June 27, 2012. 

The American Industrial Hygiene Association 
(AIHA), past secretariat of the Z10 Accredited Standards 
Committee (ASC Z10), has relinquished all of its secre-
tariats to ASSE, making ASSE Z10 ASC secretariat and 
copyright holder of the 2012 and 2005 versions of the 
Z10 standard. 

The Z10 standard provides an overall blueprint for 
widespread benefits in health and safety, as well as in 

productivity, financial, performance, 
quality and other organizational and 
business objectives. The standard’s 
seven sections include Management 
Leadership and Employee 
Participation, Planning, Implementation 
and Operation, Evaluation and 
Corrective Action, Management 
Review. Appendices address roles 
and responsibilities, policy statements, 
assessment and prioritization, audit 
information and much more. 

The Z10 standard also provides 
critical management systems require-
ments and guidelines for improve-
ment of occupational health and 
safety. Experts from labor, govern-

ment, professional organizations and industry formulated 
this valuable standard after extensive examination of cur-
rent national and international standards, guidelines and 
practices. 

Z10-2012 ScoPe & aPPlication

The Z10 standard defines minimum requirements for 
an occupational safety and health management system. It 
applies to organizations of all sizes and types.

Z10-2012 taBle of contentS

Foreword 
1 Scope, Purpose and Application
1.1 Scope
1.2 Purpose
1.3 Application
2 Definitions 
3 Management Leadership and Employee Participation 

3.1 Management Leadership 
3.1.1 Occupational Health and Safety Management System
3.1.2 Policy 
3.1.3 Responsibility and Authority 
3.2 Employee Participation 
4 Planning 
4.1 Initial and Ongoing Reviews 
4.2 Assessment and Prioritization 
4.3 Objective
4.4 Implementation Plans and Allocation of Resources
5 Implementation and Operation
5.1 OHSMS Operational Elements
5.1.1 Risk Assessment
5.1.2 Hierarchy of Controls
5.1.3 Design Review and Management of Change 
5.1.4 Procurement 
5.1.5 Contractors 
5.1.6 Emergency Preparedness 
5.2 Education, Training and Awareness
5.3 Communication
5.4 Document and Record Control Process
6 Evaluation and Corrective Action 
6.1 Monitoring and Measurement
6.2 Incident Investigation 
6.3 Audits 
6.4 Corrective and Preventive Actions 
6.5 Feedback to the Planning Process
7 Management Review 
7.1 Management Review Process 
7.2 Management Review Outcomes and Follow-Up 
Appendices 
Appendix A — Policy Statements (Section 3.1.2) 
Appendix B — Roles and Responsibilities (Section 3.1.3) 
Appendix C — Encouraging Employee Participation 

(Section 3.2) 
Appendix D — Planning-Identification, Assessment 

and Prioritization
Appendix E — Objectives/Implementation Plans 
Appendix F — Risk Assessment 4.2) 
Appendix G — Hierarchy of Control (Section 5.1.1)
Appendix H — Management of Change
Appendix I — Procurement
Appendix J — Contractor Safety and Health
Appendix K — Incident Investigation
Appendix L — Audit (Section 6.3) 
Appendix M — Management Review Process
Appendix N — Management System Standard Comparison
Appendix O — Bibliography and References 

ANSI/AIHA/ASSE  
Z10-2012 Now Available

There is widespread 
agreement that the 
use of management 

systems can improve 
organizational per-
formance, including 
performance in the 
occupational health 

and safety arena.
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Z10-2012 foreWord

Quality, environmental and occupational health and 
safety (OHS) management systems are used by many 
organizations in the U.S. and around the world. Quality 
and environmental systems are frequently in confor-
mance to international voluntary consensus standards, 
or they share many basic concepts and principles with 
them. The development of international OHS standards 
and guidelines is a more recent phenomenon. Many 
organizations operate their own occupational health and 
safety management systems (OHSMS), while others use 
systems that conform to available guidelines. Until the 
development of this voluntary consensus standard, there 
was no U.S. OHSMS consensus standard.

There is widespread agreement that the use of man-
agement systems can improve organizational perfor-
mance, including performance in the occupational health 
and safety arena. OSHA’s Voluntary Protection Program 
relies on management system principles and has reported 
success in improving occupational health and safety 
performance among participating companies. In addi-
tion, the American Chemistry Council reports success in 
improving environmental performance of participating 
organizations. The major professional health and safety 
organizations are also on record in support of manage-
ment systems as effective tools for improving health 
and safety performance, as well as for contributing to 

the overall success of the business. Finally, the fact that 
many organizations in the U.S. and abroad are imple-
menting management systems in occupational health and 
safety is evidence that these systems add value to their 
businesses.

In 1999, ANSI officially approved the ANSI 
Accredited Standards Committee Z10, with the 
American Industrial Hygiene Association as its 
Secretariat, to begin work on a U.S. standard. A com-
mittee was formed with broadly representative members 
from industry, labor, government, professional organiza-
tions and general interest participants. The committee 
examined current national and international standards, 
guidelines and practices in the occupational, environ-
mental and quality systems arenas. Based on extensive 
deliberations, they adapted the principles most relevant 
from these approaches into a standard that is compatible 
with the principal international standards as well as with 
management system approaches currently in use in the 
U.S. The process of developing and issuing a national 
consensus standard is expected to encourage the use of 
management system principles and guidelines for occu-
pational health and safety among American organiza-
tions. It may also yield widespread benefits in health and 
safety, as well as in productivity, financial performance, 
quality and other business goals.

Figure 1 OHSMS Cycle 
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linkS

•ANSI Essential Requirements 
•ASSE Info on Standards Development Process 
•Official Memorandum of Understanding Between 

OSHA & ANSI 
•Office of Management & Budget Circular OMB-

A119 
•Position Statement on Consensus Standards 
•Safeguarding: Are ANSI Standards Really 

Voluntary?  
•What’s the Difference Between an OSHA Rule and 

an ANSI Standard?  
•ANAB Accreditation for Occupational Health and 

Safety Management Systems  •

Z10 HiStorical materialS

•Article on Z10 Standard (Spanish)  
•ANSI/AIHA Z10-2005: The New Benchmark for 

Safety Management Systems 
•Legal Perspective: ANSI/AIHA Z10-2005 Standard, 

Occupational Health & Safety Management Systems 
•Special Issue of The Compass 
•The Paradigm Shift in Standards Thinking: 

Management Systems vs. Specification  
•Z10 PowerPoint Presentation  

GoVernment recoGnition

•Federal Register Vol. 75, No. 174  
•UT Workers’ Compensation Fund: Best Practices in Safety 

 

Table 1 Summary of Key Z10 Provisions & Changes for 2012 

http://publicaa.ansi.org/sites/apdl/Documents/Standards%20Activities/American%20National%20Standards/Procedures,%20Guides,%20and%20Forms/2012%20ANSI%20Essential%20Requirements%20and%20other%20Updated%20Procedures/2012_ANSI_Essential_Requirements.pdf
https://www.asse.org/publications/standards/docs/StandardsDevelopmentsOct02.pdf
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=MOU&p_id=323
http://www.osha.gov/pls/oshaweb/owadisp.show_document?p_table=MOU&p_id=323
http://www.whitehouse.gov/omb/circulars_a119
http://www.whitehouse.gov/omb/circulars_a119
http://www.asse.org/publications/standards/docs/PositionStatementonConsensusStandards.pdf
http://www.ansi.org/news_publications/other_documents/safeguarding.aspx?menuid=7
http://www.ansi.org/news_publications/other_documents/safeguarding.aspx?menuid=7
http://www.asse.org/publications/standards/docs/Dembystandardsarticle3-21-2006.doc
http://www.asse.org/publications/standards/docs/Dembystandardsarticle3-21-2006.doc
http://www.anab.org/accreditation/ohsms.aspx
http://www.anab.org/accreditation/ohsms.aspx
http://www.asse.org/practicespecialties/spalw/spalwh_02spa.php
http://www.asse.org/publications/standards/z10/docs/25-33Feb2006.pdf
http://www.asse.org/publications/standards/z10/docs/25-33Feb2006.pdf
https://www.asse.org/publications/standards/z10/docs/92ArticleaboutZ10LegalPerspectives.pdf
https://www.asse.org/publications/standards/z10/docs/92ArticleaboutZ10LegalPerspectives.pdf
(https://www.asse.org/publications/standards/z10/docs/z10compass.pdf
https://www.asse.org/publications/standards/z10/docs/C.%20Gary%20Lopez%20Paper.doc
https://www.asse.org/publications/standards/z10/docs/C.%20Gary%20Lopez%20Paper.doc
https://www.asse.org/publications/standards/z10/docs/Z10%20Overview.ppt
http://www.gpo.gov/fdsys/pkg/FR-2010-09-09/pdf/2010-22339.pdf
http://www.utah.gov/ce-public/files/objectives/511.pdf
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www.SeminarFest.org

February 3-9, 2013 

60 seminars and workshops on essential SH&E topics

Earn up to 5.0 CEUs in one week

Network with experts and peers

LAS VEGAS, NEVADA

Sponsored by

http://www.seminarfest.org
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Jamila Abdulkadir, Nigerian National Petroleum Corp.
Rana Al Ghamdi 
Mohammed Assiri 
Theodore Bramble, Parkland Health & Hospital Systems
Lainee Bufkin, Georgia-Pacific
Diana Burns, ATI Physical Therapy
Tressa Chambers-Milton, Grainger
Ufuoma Chukwuani, Chevron Nigeria 
Jeff Crogan, Wheaton Franciscan Healthcare All Saints
Glenn Eiserloh, HSLI
Anne Farrell Rader, Beaumont Hospitals
Bryan Fass, Fit Responder
Krisanda Frazier, Slippery Rock University
Chuck Haling, MSDSonline
Joshua Harney, Cocentra EHS
Eric Herman, Communications Engineering Co.
Nancy Johnson, Franciscan Health System

Suraj Khanal 
Beverly Kundu, Black & Veatch 
Reyna Lex, University of Minnesota Medical Center, 

Fairview
Dennis Mendenhall, Genesis Energy
Onyekachukwu Okeke 
Edward Powers, AMR Onsite Safety & Health
Michael Rochlin, Hoffman Construction
Cynthia Roth, Ergonomic Technologies Corp.
Mary Ellen Scott, Case Western Reserve University
Kathleen Sforzo, California Pacific Medical Center
Aura Sibley, Shell Oil Products US
Glenn Trout, MSDSonline
Lori Tyler, Kraft Foods
Hassan Wahbi, Aramco Co.
Lori Wilkinson, Peacehealth St. Joseph Medical Center •

Welcome New Members!
We want to thank everyone who has remained a loyal member of the Healthcare Practice Specialty (HPS) 

and welcome the following members who recently joined. We currently have more than 700 members. If 
you have any colleagues who might be interested in joining HPS,  please contact Krista Sonneson to request 
an information packet or visit www.asse.org/JoinGroups for more information. If you know anyone who 
might be interested in joining ASSE, please contact customer service. 

mailto:ksonneson%40asse.org?subject=
http://www.asse.org/JoinGroups 
mailto:customerservice%40asse.org?subject=
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Children ages 5-14 will 
have the opportunity to 

illustrate the importance of 
safety by entering the 11th 
annual ASSE kids’ Safety on 
the Job poster contest. The 
contest aims to teach chil-
dren about the importance 
of being safe at work and 
what occupational SH&E 
professionals do to protect 
people, property and the 
environment. 

The contest is open to all 
children sponsored by an 
ASSE member. ASSE mem-
bers can sponsor family mem-
bers, schools and the children 
of their coworkers. Those 
seeking an ASSE member 
to request sponsorship can 
check with their local ASSE 
chapter by clicking here or 
by sending an e-mail to  
customerservice@asse.org.  

The winning poster 
from each of the five age 
groups is featured on the 
annual North American 
Occupational Safety and 
Health (NAOSH) Week post-
er distributed worldwide, 
at NAOSH Week events 
and at Safety 2013. The five 
grand-prize winners and 
15 runners-up each receive 
prizes and are recognized 
at NAOSH kickoff events in 
May 2013 and worldwide 
through ASSE communica-
tions and publications. The 
posters that best illustrate 
safety on the job will win 
the contest. Click here for 
contest rules and informa-
tion. Entries are due by feb. 
14, 2013. •

Last year’s first place winner, Abigail Helser

announCEmEnts

2013 Poster Contest

The practice specialties sponsor a Professional Development Conference 
(PDC) Scholarship. This scholarship provides a full PDC experience, includ-

ing airfare, hotel, meals and registration. Currently, two $1,200 awards are 
given each year.

Please consider making a personal tax-deductible donation to the schol-
arship fund. If your company has a matching donation program, you could 
double your contribution. To contribute, click “donate now” below and note 
“PDC Scholarship” in the “Other” field.

Checks can also be made payable to the ASSE foundation marked “PDC 
Scholarship” in the memo section and mailed to:

ASSe Foundation, Attn: Mary Goranson
1800 e. Oakton St.
Des Plaines, IL 60018  
 

Practice Specialties Scholarship

mailto:customerservice%40asse.org?subject=
http://www.asse.org/foundation/contribute/donation.php


Where can I go to get anecdotal 
and benchmarking information 

showing how lean manufacturing 
techniques and concepts are 

affecting SH&E practices?

Do you have anything 
associated with SH&E 

issues in the semiconductor 
manufacturing industry?

Do you have information about 
the hazards and exposures of 

anhydrous ammonia used 
during manufacturing?

Who can I ask about sound 
noise and machinery used in 

manufacturing?

ASSE BODY OF KNOWLEDGE
ANSWER:

Your Source for SH&E Answers and Solutions

Get Started today.  
Free for ASSE members.

Sponsored by

www.safetybok.org

T H E  S E R V I C E  P R O F E S S I O N A L S

http://www.safetybok.org

