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FEATURE STORY

An inspection, introspection, and lessons learned

After inspectors found hygiene and other safety lapses in its dialysis
unit, Baystate Medical Center filed hundreds of reports with state
regulators. Learn how the hospital handled the episode.

Read more

FIVE QUESTIONS WITH...

Susan Lawson, Patient and Family Advisory
Council (PFAC) pioneer
“I want hospital administrators to invite us to the table whenever they make a decision that
impacts patients and families. And from what I know, every decision they make does that.”

Read more

SAFETY NEWS
How to boost your patients’
cancer screening rates to near
100 percent
Meaningful victories in patient safety can happen at medical
centers of any size when everyone from physician to
receptionist plays a key role—as the staff at Mount Auburn
Medical Associates, a primary care group in Watertown,
discovered.

Read more

Explainer: Making sense of medical
error death reports
Recent news calling medical errors the third leading cause of U.S. death,
triggered by a Johns Hopkins article, highlights the power and
limitations of patient safety tracking. Estimates vary widely, perhaps
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Data Source: Google Trends understating the true dimensions of the problem.

Read more

Putting patient advising into
action at Boston Medical Center
Eighty-one of the state's 98 hospitals have PFACs that bring
important patient perspective to decisions. However, there
is still more to do—as members of one Boston PFAC explain.

Read more

Why “deviance” becomes the new
normal in health care safety practices
French patient safety expert Dr. Réne Amalberti has built on research to
explain why and how groups of health care workers can fall into
risky habits, and how to stem it.

Read more

UPCOMING EVENTS
The fourth annual Patient and Family Advisory Council Conference

Hosted by: Health Care For All
When: June 23, 8 am - 4 pm
Where: Four Points by Sheraton, Norwood, MA
More info: Participate in interactive roundtable, breakout, and guided strategic

planning sessions; meet new people and make plans for your PFAC

Details and registration

MACRMI monthly office hours
The fourth Monday of every month

Hosted by: Massachusetts Alliance for Communication and Resolution following Medical Injury (MACRMI)
When: June 27, 12 – 1pm
Where: Remotely, over the phone
More info: Learn to develop a Communication, Apology and Resolution (CARe) program in your health care

organization.

Registration

 

JUST ONE THING
The CDC wants every hospital to have an antibiotic stewardship program to counter the threat of ‘super-bugs.’
So last month the National Quality Forum published a playbook to help organizations do just that, starting with
leadership backing. View a sample from the playbook on how to underscore leadership’s commitment to the effort.

Read more
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FROM THE DIRECTOR
Welcome back to Patient Safety Beat. During the Betsy Lehman Center’s initial
research activities, health care providers told us they wanted more opportunities for
shared learning from adverse events reported to the state. This newsletter is one way
to help accelerate the spread of information about common patient safety challenges
—along with actionable strategies for response and prevention. This month, we are
grateful to Baystate Medical Center for sharing its story of actions taken in the wake
of concerns raised about safety practices in the hospital’s dialysis unit. As
documented by the National Patient Safety Foundation, greater transparency around
patient safety is an essential ingredient to preventing patient harm - both physical and
emotional - and contributes to better health outcomes, higher patient satisfaction, and
lower costs. We hope you will find useful lessons in Baystate’s experience and in their
willingness to discuss it.

If you’re not already a subscriber, join our mailing list. And, if you have a story idea for
a future edition, let us know!

Patient Safety Beat is published monthly by the Betsy Lehman Center, a state agency that uses communications, research,
and data to catalyze the efforts of providers, policymakers, and consumers working toward safer health care in
Massachusetts.
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An inspection, introspection, and letters to hundreds of patients:
lessons from one hospital’s remediation of a safety complaint
Much patient safety work is about turning negatives into positives. When
something goes wrong, you study it, correct it, and—ideally—share it so
your peers can learn from the episode too.

That’s what Baystate Medical Center in Springfield is doing in the wake of
a visit from inspectors who found a series of lapses in infection control
practices at its dialysis unit last January.

To date no patients have been found to have been infected from their
dialysis experience at Baystate. But testing is ongoing and Baystate
officials say they have been working to correct the issues identified and
better understand the root causes of the safety lapses so they can prevent a recurrence.

The hospital also filed hundreds of Serious Reportable Event (SRE) incidents with the Department of Public Health
(DPH) for patients who were placed at risk for exposure to blood-borne pathogens when dialyzed at the hospital. The
bulk of those reports are from last year, and thus will likely cause a big jump in the number of statewide SREs when the
2015 data is made public by DPH later this summer. (For comparison, in 2014 DPH received reports of about 1,050 SREs
for all hospitals in the state.)

Given that much of this increase could flow from a single medical center, Patient Safety Beat spoke to senior executives
who led the response at Baystate about what happened, how they dealt with it, and what lessons their experience may
hold for other institutions around the state.

“We are advocates of transparency in patient safety, and I’m happy to be transparent in this case if it helps benefit
others,” Dr. Doug Salvador, vice president for medical affairs at Baystate, told Patient Safety Beat.

A routine inspectionA routine inspection
DPH cannot comment on its work with Baystate because its investigation of the matter is still open and will remain so
until all patient testing is completed later this summer. But as the Baystate officials tell it, the episode began when
inspectors working on behalf of the Centers for Medicare & Medicaid Services (CMS) showed up at the hospital one
morning last January asking to visit the dialysis unit.

The request seemed routine. “On any given morning, a hospital can have DPH, CMS, OSHA or many others show up
unannounced to observe,” says Salvador. “Part of our job is to be in perpetual readiness, and the dialysis unit had been
surveyed several times in recent years with excellent performance.”

By the end of the day, though, the inspectors made it clear they had serious concerns. After two additional visits, the
inspectors compiled a list of deficiencies in the unit’s practices that had the potential to expose patients to infectious
disease. Inspectors were concerned about a lack of adherence to preventative measures like handwashing and
machine disinfection, as well as more complex issues of unit overcrowding, signage, process flow and documentation.

Baystate officials eventually learned that the initial inspection had been triggered, at least in part, by a complaint
reported to regulators. That can happen at any institution, even one like Baystate with longstanding internal safety-
reporting systems.
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The hospital responded to the inspection results immediately, says Dr. Evan Benjamin, senior vice president and chief
quality officer. “Baystate Medical Center has a proud history of being a quality and safety leader, so we obviously took
this very seriously,” he says. The hospital formed a response team that included medical and nursing staff leaders,
quality improvement, and infection control.

The team reviewed the inspectors’ work and quickly conducted its own internal audit. The conclusion? “We had to agree
that the staff in this unit were not consistently following all national, state and internal policies,” Benjamin says.

The specifics of the infection control deficiencies are lengthy and detailed, but here are two examples:

The inspectors noted that dialysis staffers were not always changing protective gloves as often as required by policy.
“We did an analysis and found that getting a patient on and off dialysis correctly requires 12 changes of gloves,”
Salvador explains. “So if our staff were changing gloves eight or nine times, they felt they were operating safely—but
we were not meeting the standard.”

Like many hospital dialysis units, the Baystate center provides dialysis mainly for patients who are in the hospital for
other reasons during the length of their stay. Federal guidelines (by the Centers for Disease Control and Prevention,
or CDC, and CMS) and Baystate’s own protocols specify that for any patient with Hepatitis B virus, the hospital must
set aside the dialysis machine used for that patient—and not use it for any others—so long as the infected person is
still in the hospital. But to keep up with patient load, the dialysis staff were instead cleaning the machines and
returning them to regular use. Their aim, Baystate officials say, was to prevent infection while meeting demand for
services. But the CMS inspection report says the cleaning did not always completely adhere to the guidelines for
post-Hepatitis B disinfecton. And, in any case, the equipment should have been sequestered.

Notifying patientsNotifying patients
The hospital moved immediately to correct such problems, bringing in
experts for advice, buying more dialysis machines, sharing safety
performance data more widely among hospital governance
committees, and providing four to six hours of additional training for
every dialysis nurse, among other measures. It also agreed to send
letters to some 575 patients who had been dialyzed at the center
between Jan. 1, 2015 and Feb. 10, 2016 and offer free testing for
Hepatitis B, Hepatitis C, and human immunodeficiency virus (HIV).

That sounds like an enormous project, and it was, but contact of this
sort is required when large numbers of patients may have been
exposed to risk. Just last week in Seattle, Virginia Mason Hospital—considered by many a national leader in dedication
to eliminating medical harm—announced that it will reach out to 650 patients who were dialyzed at the hospital since
2011 because of inconsistencies in past screening for Hepatitis B.

In the case of dialysis, such outreach is made somewhat easier by the nature of the patient population. “This is not a
group that is out in the community not having any contact with their doctors,” says Dr. Sarah Haessler, head of
epidemiology and another member of the response team at Baystate. “They get dialysis two or three times every week.
So we alerted them to the possible risk of infection and asked them to see their nephrologist. Then the doctors
explained their specific need for testing, if any, and addressed any questions or concerns on the part of the patients.”

As of last week, Baystate officials say, nearly all of the 575 patients had been notified of the lapses and, in follow-up
testing, no dialysis-related infections have been found to date. “So although it’s clear that breaches of protocol existed,
we feel quite confident that the risk to patients remains extremely low,” says Benjamin. However, he points out, the
testing will continue through August, six months after the Feb. 10 end date of the risk period, so the hospital remains
vigilant.

There is also still the issue of Serious Reportable Events. By definition, an SRE must involve harm to the patient—and an
SRE guidance document makes clear that this can include “[a]ny potential exposure to blood borne pathogens (e.g.
Hepatitis or HIV) through reuse or improper repurposing of medication equipment, regardless of whether the patient
is actually infected.”
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Thus, in addition to the notifications, testing and internal changes, Baystate was required to file an SRE report—and
perform follow-up investigation and testing—for each of the 575 patients who the DPH requested that the hospital
notify, based on a one-year time period prior to DPH’s observation. Those are the reports that are likely to bump up the
overall number of SREs in the upcoming 2015 report from DPH.

Lessons learnedLessons learned
When that list appears, it is likely to raise questions from other Massachusetts hospitals. Could a similar incident
happen to them? And what lessons can be learned from the Baystate experience that might help prevent that?

Benjamin, Salvador and Haessler offer the following suggestions:

Be aware that the safety needle is moving in the direction of ever-tougher policy and regulation. Since the
1990s, they note, the growth in understanding of factors that place patients at risk for harm has led to steadily
tighter guidelines, reporting requirements and regulatory controls. For example, the CDC issued new guidelines for
use of dialysis in patients with Hepatitis C just a week after the initial Baystate inspection in January. Those guidelines
had to be quickly incorporated into the hospital’s response. And similar regulatory changes could affect any care
unit, not just dialysis.

Like most hospitals, Baystate has a group of professionals who constantly track such revisions and make sure they
are implemented. But hospital leaders also need to understand that the changing climate will almost certainly drive
similarly tough regulatory action. “The sands are shifting and medicine is changing,” Salvador observes. “This
inspection identified care practices that needed updating, and we are confident that we are delivering better care
now as a result of the regulatory intervention.”

Even good internal safety reporting systems must be constantly fine-tuned. The dialysis episode was particularly
frustrating for Baystate because the hospital was among the first to institute a thorough safety reporting system
back in the early 2000s. As Salvador explains, “We were collecting regular data on every unit, including dialysis, in a
structure that was supposed to provide line-of-sight accountability from the departments up through the Quality
Council directly to the board. And we know it worked because we had detected and fixed problems at other units. But
just having that structure in place wasn’t enough. We have to constantly look at the structure and ask the question,
‘Do we really know what’s going on in all of these areas?’” The result has been a series of changes to the safety
system and internal audits to promote earlier detection of any future issues.

Safety leadership must constantly push back against expected deviations from normal. As French safety
researcher Dr. René Amalberti has pointed out, people working in high-pressure environments tend naturally, over
time, to accept diminishing standards—and thus higher risks—in order to get their jobs done (for more on
Amalberti’s research, click here). Like most groups, the Baystate dialysis staff started out doing everything by the
book. But over time, and in response to the intense needs of their patients, they had fallen into practices—such as
cleaning, rather than sequestering, the machines—that increased efficiency without seeming to raise risks. Amalberti
calls this the “illegal normal” zone of action because, though people are technically violating their own safety
principles, the apparent risks remain low—and so experienced groups operate in this zone much of the time.

Baystate leaders feel that the dialysis unit never got past the “illegal normal” stage, since patient testing to date has
found no infections. But the danger is that when groups get used to bending the rules in seemingly harmless ways,
they may eventually bend them further and move into what Amalberti calls the “illegal illegal” zones of action, where
the risk can really shoot up. “We don’t feel our people ever reached those zones,” Salvador says, “but we learned that
it’s the role of leadership to constantly push back against any boundary deviation and make sure everyone is
operating in a safe space.” So that’s become part of the Baystate safety philosophy going forward.

Finally, Baystate notes that it has long tried to cultivate a “culture of safety” in which people feel free to surface
problems—their own or others’—without pointing fingers. The aim, as Salvador says, is to “create a spirit of learning,
intellectual curiosity and self-reflection, so that people spot and solve problems on their own.”

In this case, obviously, that didn’t happen—but hospital leaders plan to redouble efforts to nurture a safety culture
going forward. So, for example, they tried to help the dialysis unit overcome any feeling of being singled out for
criticism, and simply accept and learn from the findings. At the same time, they asked other units to take the same
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lessons to heart, even though they had not been specifically cited by regulators.

“Many years ago we began to improve transparency and culture of safety at Baystate Medical Center,” says Benjamin.
“Formal work to have a psychologically safe environment, a robust error-reporting system, and a disclosure-and-
apology program have come a long way and continue on a daily basis. While we have been pleased with this work, we
are still actively working to improve our culture. This experience shows you can never pay too much attention.”

Patient Safety Beat
View the full issue.
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Baystate Medical CenterBaystate Medical Center
PFAC member SusanPFAC member Susan
LawsonLawson

Five Questions with Susan Lawson
Advice to PFACs: Speak up!
Retired school secretary Susan Plass Lawson was the first chair of Baystate Medical Center’s Patient
and Family Advisory Council and, at age 70, remains one of its most active members. Here, in an
interview given recently while she and her husband cruised the Mississippi River, she reflects on the
achievements of the PFAC movement, and how PFACs around Massachusetts could do even more.

1. Betsy Lehman Center: Not many people would interrupt their vacation to talk about
PFACs. What keeps you passionate?

Lawson: When the legislature first mandated PFACs, that set us all on a journey, and every
PFAC is in a different place. We are all working to fulfill the original vision of our role, and at
Baystate, we’ve made solid progress in getting our voices heard across a wide spectrum of
services.

2. Betsy Lehman Center: What are some examples of success?

Lawson: One of the first came when the hospital was designing equipment for the new heart
and vascular hospital. One PFAC member who’d been a frequent patient suggested that the bedside tables have a ridge
around them, so that pens wouldn’t roll off and spilled coffee wouldn’t drizzle onto the bed. It was a huge hit, patients
raved about it. We were also instrumental in getting standardized color-coded uniforms to identify each staff member’s
role. We felt patients and families would feel safer if they could readily identify their caregivers. To our pleasant
surprise, the standardized dress is also a help for staff who can easily recognize colleagues. Now when you see
someone in blue running down the hall, you get out of their way, because you know it’s a dire emergency. More
recently, PFAC members have started playing the part of the patients during training simulations for residents and
fellows.

3. Betsy Lehman Center: How does that help?

Lawson: For example, I suggested to one young doctor recently, “When you come into the room, pull over a chair so
you’re not looking down on me.” It made him more comfortable, not just me. And I tell them that if they see a white-
haired lady like me, take a second to ask if she has grandchildren. You’ll have her eating out of the palm of your hand.
We’re also participating on an end-of-life simulation, where we help young doctors learn to have that first conversation
with the patient and family about end-of-life care planning.

4. Betsy Lehman Center: Did the Baystate PFAC get involved in the hospital’s response to recent concerns about
its dialysis unit?

Lawson: No, but I was involved and aware of it through my membership on the hospital Quality Council and Patient
Safety committees. We also have PFAC members who sit on the Root Cause Analysis Process committee, the Children’s
Hospital Performance Improvement Team, and other groups. So we are among the minority of PFACs that have good
representation on important hospital committees.

5. Betsy Lehman Center: That all sounds wonderful, but what, if anything, would you change or improve?

Lawson: If I had one wish, it would be to reverse the way we get involved in projects. Often, a department administrator
will come to our meeting, get our feedback and then go on his or her merry way. I’d like to see cases where we identify
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an issue and say to the hospital that we’d like to be part of the improvement work. I want administrators to invite us to
the table whenever they make a decision that impacts patients and families. And from what I know, every decision they
make does that.

Patient Safety Beat
View the full issue.
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How to boost your patients’ cancer screening rates to near 100
percent
Meaningful victories in patient safety don’t always come at giant
medical centers. They can happen at any small practice too, especially
when everyone from the physician to the front desk receptionist plays
a key role.

That’s what the staff at Mount Auburn Medical Associates learned
when they set out to raise their patients’ colorectal cancer screening
rate–and succeeded in pushing it up over 90%, a rare achievement
even for well-run groups.

Though the practice is affiliated with the 217-bed Mount Auburn
Hospital in Cambridge, in many respects it resembles any small
primary care organization.

The Watertown office, for example, has just four physicians and two nurse practitioners caring for over 5,000
Massachusetts residents yearly. “So when we first talked about this project,” says practice manager Sandra De
Francisco, who coordinated the effort, “I knew we couldn’t do it without getting everyone involved.”

The result was a year-long effort to improve patient tracking and follow-up—classic patient safety goals—that raised the
screening rate to a near-maximal level while keeping workloads low, both goals that other groups around the state can
appreciate.

‘I didn’t realize it’s been so long’‘I didn’t realize it’s been so long’
Mount Auburn Medical Associates launched its project in June last year with guidance from the Massachusetts Coalition
for the Prevention of Medical Errors, which has a state grant to teach patient safety principles and process
improvement to ambulatory practices in the Mount Auburn Professional Services organization.

“We chose colon cancer screening as our process improvement project because screening rates lag behind where they
should be but the disease is almost entirely treatable if found early,” explains Dr. Andrew Cutler, medical director for
the group, who served as physician champion for the project.

The first step was to generate a list of all Dr. Cutler’s patients aged 50 to 80, the range during which screening is
recommended. “That document was probably 40 pages long and had 1,198 names,” recalls Erika Anderson, the group’s
referral coordinator, “but it included people who might not have visited the office or hospital for five years or more.”

So the next step was to scrub the list. Using insurance information, Anderson removed people who no longer listed
Cutler as their primary care provider. That narrowed the list to 1,008 names.

Then Cutler and Anna Lourn, his medical assistant, used patient and practice records to determine that at least 905 of
the people had either been screened or at least asked to consider screening. However, there were still 103 confirmed
patients for whom no record of screening or discussion could be found.

At that point, the ball passed to medical secretary Judith McGrath, whose job—in between answering the group’s
jangling phones—was to contact all 108 and get them in for a checkup.
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Often, the first challenge was simply to find them. “For some of these people, the information we had was so outdated
that we had to do a Google search or reverse phone lookup to locate them,” De Francisco says.

Once reached, though, most were receptive. “They’d say, ‘I didn’t realize it’s been so long,’” McGrath laughs. “Or, ‘Oh,
thank you. I wanted to see Dr. Cutler, but every time I meant to call I got sidetracked.’”

When the patients came in for physicals, Lourn and Cutler made sure to discuss the need for colorectal screening. If the
patient agreed to either a colonoscopy or stool test, Lourn would set a reminder to make sure it happened. And if the
patient declined, she made a note to raise the topic again at their next visit.

Sharing what they’ve learnedSharing what they’ve learned
From the outset, Mount Auburn Medical Associates had set an ambitious goal of making sure that 100% were either
screened or asked to consider screening by June 2016.

“You can’t ever quite get to 100%,” Cutler notes, “because there are always new people aging into the group and some
who just won’t be screened.”

But by April, when Cutler, De Francisco, MAPS Director of Practice Operations Sonya Sullivan, and Dr. Yvonne Cheung,
chair of the hospital’s Quality and Safety Department, presented at the Mass Coalition’s 2016 Patient Safety Forum, the
rate was up to 91 percent. And this month, it stands at 98 percent—a level the group hopes to maintain now that the
complicated process is part of everyone’s daily routine.

Equally important, the practice can now show an actual screening rate—that is, the percentage of people who have
completed one of the various tests—of 93%. That’s well ahead of both the national screening rate (59%) and the
average for the New England states, which range from about 70 to 75 percent.

Next steps are to share what they’ve learned (two nearby practices have already started similar projects) and tackle
new safety challenges. “We’re moving on to mammograms,” says De Francisco, “and this time the process will feel
familiar because we’ve done it before.”

Paula Griswold, executive director for Mass Coalition, says those were the goals of the ongoing program, which is
funded under the state’s Healthcare Workforce Transformation Fund. “We show practices how to engage frontline staff
to use quality improvement techniques to spot and solve any problem as part of their regular workflow. Our initial
focus is patient safety, but once they understand the method, they can use it for any challenge they face.”

Griswold adds that the exercise is valuable because it helps practices like Mount Auburn understand their patients’
needs and concerns, while overcoming any barriers to treatment. That makes it easier to deliver safer, better care on
every front, not just cancer screening.

But one key to success, they emphasize, is making sure to spread the work around so that no one is overwhelmed and
everyone is invested in the process.

As De Francisco puts it, “Once we learned the process improvement model, it helped the staff really embrace the
project and create roles that worked for them. So everybody had success, and even joy, in making their part work in a
team effort.”

Resources:Resources:
The workflow implemented by the Mount Auburn team was based on the Institute for Healthcare Improvement (IHI)
Model for Improvement.

The Mass Coalition/MAPS project builds on previous learning from a 2010 Agency for Healthcare Research and
Quality research known as PROMISES, for Proactive Reduction in Outpatient Malpractice: Improving Safety, Efficiency
and Satisfaction.

Patient Safety Beat
View the full issue.
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Data Source: Google Trends (Data Source: Google Trends (clickclick
to expandto expand))

Taking a look behind those headlines about medical errors as
third leading cause of death
The recent spate of stories calling medical errors the third leading U.S. cause of death—
triggered by an article from Johns Hopkins researchers—shows both the power and challenges
of tracking patient safety. Our research director, Paul Karner, explains why such estimates
vary widely—and may still understate the true dimensions of the problem.

In a recent article published in the journal The BMJ, Dr. Martin Makary and Michael
Daniel of Johns Hopkins University School of Medicine characterized medical error as
the third leading cause of death in the U.S., with more than a quarter-million deaths
annually.

The article attracted substantial attention, providing both a boost to awareness of
patient safety (as reflected in the number of internet searches for the term “medical error;” see chart above) and also a
glimpse into the challenges of measuring harm.

As you may have read, the Makary/Daniel estimate was not actually based on new primary research. Instead, the
authors extrapolated results from four earlier studies to all 35.4 million U.S. hospital admissions in 2013.

That yielded four different estimates of the number of deaths due to medical error in U.S. hospitals, ranging from
135,000 to 400,000. Makary and Daniel then averaged these four numbers, leading to a very precise-seeming estimate
of 251,454 deaths from in-hospital errors annually. If accurate, they noted, this would place medical error at number
three on the Centers for Disease Control and Prevention’s (CDC) list of the leading causes of death, behind only heart
disease and cancer.

So far, so good. But why, an intelligent reader might ask, do such numbers vary so widely?

The table below summarizes some of the factors. As you can see, the reports differed significantly in their methods,
data sources, populations, and time periods, and each had its limitations. For example:

The HealthGrades study identified errors by applying Agency for Healthcare Research and Quality Patient Safety
Indicators (PSIs) to Medicare data, but had to exclude several PSIs due to potential variations in hospital coding
practices. Some authors have argued that PSIs yield too many false positives, but the question remains open—
particularly with respect to lethal errors. And alternative methods, such as voluntary reporting or the Institute for
Healthcare Innovation’s Global Trigger Tool (used by the other three studies), have also been criticized as prone to
under-reporting or use of clinical judgment that varies among reviewers.

All the studies relied on medical records or billing data to identify errors. But the absence of evidence does not mean
there was no error. Indeed, other research suggests that errors noted during real-time observation or through
expanded clinical and administrative data are often not documented in the medical record.

Two of the four reports (HealthGrades and the Inspector General) focused on just one patient population, Medicare
beneficiaries. Adults 65 and older account for about 75% of inpatient hospital deaths. Extrapolating from their
experience to all patients could introduce bias if the two groups (Medicare vs. others) differ.

A similar issue arises in the Classen study, which focused on errors at three institutions selected in part because they
were large, tertiary care teaching hospitals with “well-established operational patient safety programs.” These
criteria could make the hospitals’ experience different from that of other hospitals, which would again skew the
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resulting estimate when applied to all admissions.

These and other problems illustrate why extrapolating these studies to all U.S. hospital admissions produces such a
wide range of numbers. The variation is inherent in the limitations of our data on patient safety.

But that doesn’t mean Makary and Daniel’s estimate should be ignored or discounted. On the contrary, there are
reasons why their number may actually underestimate the impact of medical error.

For example, while Makary and Daniel focused on deaths among hospital inpatients, an even greater number of people
die elsewhere, including at home, in long-term care facilities, or in the emergency room. The CDC says deaths in a
hospital make up less than one-third of all deaths (about 715,000 out of 2.5 million in 2010). So the actual number of
error-related deaths across all locations could well be higher too.

The Makary/Daniel data are also confined to errors that proved fatal, whereas most medical mistakes are not lethal.
Another of the four reports, Landrigan et al, for example, found that only 2.4% of all harms identified in their study led
to a death.

Yet many non-fatal errors cause serious harm. In that study, more than half of non-lethal harms resulted in prolonged
hospitalization or worse, based on discharge records. And a 2014 survey of Massachusetts residents by the Harvard
School of Public Health for the Betsy Lehman Center showed the same thing: nearly one in four (23 percent) said either
they or someone close to them had experienced a preventable medical error during the previous five years, and that 59
percent of those errors resulted in serious harm.

Thus, both medical records and patients’ impressions point to a large number of non-fatal errors that were not the
focus of the Makary/Daniel article but nonetheless cause serious harm.

So while it’s helpful to understand the limitations of these estimates, all of this work underscores what the Institute of
Medicine highlighted in its 1999 report “To Err is Human:” the number of serious medical errors is too high, and much
remains to be done to reduce patient harm in the health care system.

Table: Why the four estimates of error-related deaths differed
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WHY THE FOUR ESTIMATES OF ERROR-RELATED DEATHS DIFFERED

NOTES

AHRQ, Agency for Healthcare Research and Quality; GTT, Global Trigger Tool; LOS, length of stay; NR, not reported; OIG, US Dept. of 
Health and Human Services Office of Inspector General; PSI, Patient Safety Indicator; IHI, Institute for Healthcare Improvement.

Notes:

1. Extrapolation by Makary and Daniel. Average across all 4 studies = Makary and Daniel estimate of 251,454.
2. Note that this figure for 2013 matches the Makary/Daniel estimate by coincidence.
3. Includes patients with multiple admissions. The total number of patients included in the OIG study: 780; other studies: not reported.
4. See Zhan C and Miller MR. Excess length of stay, charges, and mortality attributable to medical injuries during hospitalization. 

JAMA 2003; 290 (14).

Sources: See Makary MA and Daniel M. Medical error - the third leading cause of death in the US. BMJ 2016; 353:i2139.
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Progress and challenges at one Patient Family Advisory Council
“The last thing we want to do is look at our pain score all day from a hospital
bed.”

That was among the recommendations Boston Medical Center got from its
Patient and Family Advisory Council (PFAC) when the hospital recently asked
for input on its renovations, including what information patients would want
to see posted each day on the white boards in their hospital rooms.

Advice like this is valuable to both the hospital and its future patients.

When Massachusetts legislators passed the 2008 law—still unique in the
nation—that required PFACs at every acute and rehabilitation hospital, they
wanted to make sure the patient’s voice was heard. Since then, 81
institutions in the state have set up PFACs and rely on them to weigh in on
and drive patient-centered improvements from meal options to important patient safety initiatives.

One urban hospital’s experienceOne urban hospital’s experience
With the annual statewide PFAC conference coming up later this month, Patient Safety Beat talked to representatives of
the PFAC at Boston Medical Center (BMC) for an update on achievements to date and challenges that remain.

Diane Loud, the hospital’s senior manager for organizational effectiveness, serves as co-chair and chief liaison to the
council, made up of staff, patients and family members. She says advice like the pain score guidance shows the unique
value of PFACs. “As providers, we may take certain things for granted,” Loud says. “But it takes someone saying, ‘No, you
can’t assume a patient will understand that the same way,’ to give us perspective.”

“This is not just ‘institutional window dressing,’” adds Lindsay McGrath, a founding member of the council and former
volunteer chaplain. “I, frankly, have been totally floored by our level of involvement with the hospital and the
effectiveness we’ve been able to show.”

The South End-based BMC, a private not-for-profit hospital with 496 beds, is a teaching center for Boston University
School of Medicine and the largest safety net hospital in New England. It primarily serves an inner city clientele, with 59
percent of patients coming from underserved populations (nearly one-third do not speak English as their primary
language) and has one of the busiest trauma and emergency services center in the region.

Since its formation in 2011, the hospital’s PFAC has contributed to, and in some cases led, a number of initiatives from
implementing a new patient web portal to increasing multilingual signage and patient education materials.

The group has also pushed to make staff more aware of the patient’s viewpoint. Earlier this year, for example, McGrath
helped organize a screening of “The Waiting Room,” an acclaimed documentary that includes compelling footage of the
patient perspective in a swamped public hospital emergency room in Oakland, CA. Now the hospital is considering
showing the film to all new ER staff.

Still, progress at BMC—as statewide—has been uneven.

Annual PFAC reports highlight challengesAnnual PFAC reports highlight challenges
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Health Care for All, the advocacy group that backed the Massachusetts law, analyzes annual reports from the state’s
PFACs each year, and its most recent assessment showed that fewer than half of PFACs participate on hospital quality
committees; under 20 percent attend hospital governance meetings; and just over 10 percent join in institutional
review boards overseeing research.

Recruiting and retaining a diverse membership is also a problem. Last year, HCFA called for greater diversity, noting
that only two PFACs among the 98 in Massachusetts are representative of the communities they serve, as required.

Indeed, BMC is among the vast majority that fall short. There are no Hispanics on its PFAC, although that group makes
up 17% of the hospital’s patient population., And it only has PFAC representation on one hospital-wide committee—
accessibility—with none of its members currently sitting on standing or ad hoc committees related to quality and
safety.

Loud says one problem in building diversity is the need for regular evening meetings, since many of BMC’s patients are
often working multiple jobs, juggling child care, or facing language barriers. But like other hospitals, BMC offers cab
vouchers, translation services, and other support to make attendance easier. And Loud says the hospital is in a better
position to strengthen its recruitment efforts after exchanging ideas with a peer institution that is also trying to
improve the diversity of its PFAC membership.

One important venue for such sharing will be the 4th Annual Patient and Family Advisory Council Conference, on June
23. Speakers, including Loud, will discuss strategies PFACs can use to develop their own strategic plan, participate in
research guidance, and use quality and satisfaction data to inform initiatives, among other topics.

Despite the hurdles, Loud remains enthusiastic—particularly since the hospital’s staffers are increasingly asking for
PFAC input.

“The time has come to really put patient advising into practice,” Loud says. “And I think people are starting to be
receptive to that. Now it’s just a matter of making it happen.”
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Normalization of deviance (Normalization of deviance (click to expandclick to expand))

Why “deviance” becomes the new normal in health care safety
practices
The idea that groups of workers can fall into risky habits over
time is not new. But French patient safety expert Dr. René
Amalberti has built on earlier research to explain in detail why
and how this happens to health care workers, and how to stem
it.

The accompanying infographic illustrates the core challenge,
which Amalberti, a senior patient safety adviser to the French
National Health Authority, calls the “normalization of deviance.”

As the graphic shows, Amalberti distinguishes four zones of
operation for health care workers. One zone represents
normal, safe operation. The other three zones are marked by a
steady drift away from established safety protocols — and
consequently higher risk of harm for patients.

Most groups, Amalberti says, start out in the normal safe zone,
indicated by the area shaded in blue above. Amalberti calls this the “legal” zone, because the workers do everything by
the book.

Over time, though, several factors combine to push the group towards somewhat riskier practices. There is market
demand, for example; the need to serve more patients. New technology may make older safety guidelines seem
obsolete. And group members often find shortcuts that — while not technically allowed by the guidelines — in fact
enable them to be both collectively and individually more productive while apparently keeping patients safe.

Eventually, Amalberti says, these pressures force most groups to migrate in the direction of the black arrow out into
the “illegal-normal” zone, which is shaded in gray. Some of their work habits have become “illegal” in the sense that they
violate policy. Yet on the whole, the system is still relatively safe, so the gray zone becomes their “normal” way to work.

This drift into “illegal-normal” practices is characterized by what Amalberti calls “borderline tolerated conditions of use,”
or BTCUs. These are deviations from standard practice that group members perceive as benefits because they improve
productivity without apparent compromise to patient care. (An example, in the Baystate case, might be the decision to
disinfect rather than sequester a dialysis machine used for a hepatitis B patient.) The danger comes when a group gets
so used to these minor violations that they start deviating further from protocols, often without really noticing it. One
individual may start using shortcuts that others emulate, because it makes their work go faster. Or the group may fall
into risky habits after responding to an emergency, during which they had to put aside normal precautions to save a
patient’s life.

Whatever the cause, the natural tendency then is for the group to migrate out into the two “illegal-illegal” zones
(marked in orange and gold, respectively), where its behavior strays far from safety guidelines and patients are in
danger as Amalberti’s work demonstrates.

Without intervention by hospital or practice leaders, groups that migrate into these extreme zones will typically either
experience a close call or cause an actual error or accident, the work shows. When that happens, the group is forced
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back to by-the-book operations—at least for a while.

But left alone, human groups almost always tend to start drifting again toward riskier practices. This poses a new kind
of challenge for which typical safety monitoring systems are unprepared.

So how can managers prevent this migration? In scholarly articles that describe their model, Amalberti et al. identify
several points:

The drift toward riskier practices cannot be eliminated, but it can be managed. The tendency to migrate is just
too natural, Amalberti says. And some migration is, in fact, beneficial since it helps the group develop shortcuts that
maintain safe operations in the face of ever changing technology and demand.

Typical safety reporting systems, which focus on incidents, will not spot migration. The tendency to drift,
Amalberti observes, is a social, not individual, phenomenon. By the time a group is operating in the gray zone, its
members no longer perceive many routine safety violations as unsafe — and thus will not even notice, much less
report, them in an event-focused system.

To detect migration, you need a proactive system that looks for progressive drift, not reactive controls.
Amalberti et al. suggest that regular short periods of systematic observation may be needed. And the observers
should be from outside the group being watched, or they will be affected by the social biases that are causing the
migration in the first place.

The best defense involves social controls, not more rules. “Human beings never fully comply with rules … and
[s]ome flexibility with regulations and standards is probably required in complex sociotechnical work,” Amalberti and
his collaborators say. “However, more extreme violations may lead to a dangerous loss of control of both individuals
and systems.”

To fight that tendency, they say, safety managers and practice leaders must cultivate a form of peer pressure that
keeps the group from drifting too far. The best methods for doing so remain to be determined, they say; research into
social safety controls remains in its infancy.

But a good place to start is with regular staff meetings and other group setting discussions. Senior management should
join these sessions, Amalberti et al. say. And the meetings should include a regular, robust, blame-free discussion of
safety issues, including the tendency toward group drift. Only then can the group develop its own social resistance to
migration and maintain safer operation for all.
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