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Ariu3rican Medical Association 
Physicians dedicated to the health of America 

FOR IMMEDIATE RELEASE February 22, 2000 

AMASUPPORT8 PATiENT SAFETY GOALS; 
,CAUTIONS AGAINST "CULTURE OF BLAME" 

StatemeI~t attributable to: ,Nancy W. Dickey>MD 

AMA Immediate-Past President 


''The AMA supports President Clinton's goal of reducing health system errors and improving 

patient safety, and we agree with many ofrus proposals. However, we are concemed that the 

proposal for mandatory reponing will not improve patient safety and may, jn fact, have the 

perverse result of driving errors underground. Effective aviation safety programs have taught us 

that a culture of safety' is created by avoiding a culture of blame. The same principle holds true 

for ,the health system. 


"The AMA and the medical specialty societies have been pioneers in the efforUo reduce health 
system errors. Based on our work? we agree with many of the President's proposals for steps the 
private sector alld government can take to improve patient safety. We support the President's call 

. for increased funds to research errors and disseminate the findings to improve health care. We 
also concur with the proposal to modify pharmaceutical packaging and marketing practices to 
reduce medication ~rrors. Prompt action is needed on many consensus areas for improving 
patient safety. ' 

"However~ the AMA is opposed to the expansion of rn:andatory repotting of medical errors. 

·There is no evidence to show that mandatory reporting improves patient safety. Before we 

expand data collection activities we need to analyze existing state systems to detennine the most 

effective use of finite resources. . 


"The AMA appreciates President Clinton's statement of support for protecting the confidentiality . 
ofpeer review activities. But we ate concerned that the protections do not go far enough to 
promote the type of infornlation sharing that would help create a culture of safety where all 
members of the health system can learn from and prevent errors." 

# 

FoJ' ruo,e information, please call: Brenda L. Craine 

\ AMA Media - Washington 


202178,-7447 
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Statement 00 the Federal Quality Interagency Coordination Task Force Report 

Dick Davidson 

President 


February 22,2000 


Providing the best care possible to our patients is the mission ofevery one of the nation's 

hospitals. Our dedicated caregivers stcive to give the best care 24 hours a day, 7 days a week. 

And we continually try to improve. 


That's why hospitals have systems in place to reduce the potent!al for error, including strong 
quality policies and procedures and intensive staff training. They have quality teams of 
caregivers who examine unexpected deaths, treatment eI'Jors and accidents to identify , and COrrect 
the cause swiftly. Ancl hospitals have safety departments to develop and oversee policies to 
prevent these incidents. 

Just a few weeks ago, I stood in the Rose Garden with the Presidentcommitting the nation's 
hospitals to a focused effort to prevent and reduce medication errors. Since then, we've shared 
"best practices"on error prevention with each and every hospital and they're taking the steps 
needed to make real change within their institutions. We're committed to providing the tools and 
resources necessary to help them in this effort. 

Wetre pleased that the Administration shares our goal of improving' safety. Congressional 
proposals and today's plan from the A4ministration demonstrate a commitment to hnproving 
patient care. The Administration's plan is an important part ofthe debate. While we have only 
seen a draft outline of the plan, it has some good ideas, raises many unanswered questions and 
requires additional work to become a prescription for patient safety. 

To !lave an effective reporting system that actually reduces errors, we neeq strong protections so 
doctors and nurses will come forward without fear ofret1'ibution. The heart ofthe issue is finding 
ways to improve our systems-the checks and balances designed to help prevent future 'errors. 
Without these protections, we could drive enor reporting underground and miss important 
opportunities to protect patients. " ' 

One of our key questions is does the Administration' s plan include adequate protections that 
create an enviromnent that spurs discussion and leaming. We will work with the Administration, 

, Congress and all 'caregivers to answer this and other important questions. 

Uberty PlqCO, Suite 700 
325 Seventh StreQt, N.W. 
WashinQton, PC 20004·2802 
(202) 638·1100 



Statement of GJ:'eater New York Hospital Association (GNYHA) 
on President Clinton's Initiative to Reduce Medical Errol's 

Greater New York Hospital Association (GNYHA) is totaJ,ly conunitted to the reduction, 
of medical errors and, with its m~mbers, is exploring all avenues to make sUre the 
patients ofNew York receive the best ~d safest medical care possible. 

In New York, we have a sophisticated, mandatory reporting system in place that has 
public accotUltability and disclosure at many points. 'Under the New York Patient 
Occurrence Reporting and Tracking System (NYPORTS), hospitals must report ,all 
serious adverse events to the New York State Department of Health (DdH). Hospitals 
are also required to submit a full analysis 'ofthe event within 45 days. While the content
of each report is not publicly dis~losable. the aggregate number' of reports by each 
provider as ,well ~s the categories of the repOrts are disclosable. In addition, the DOH has 
the option to. follow up and investig~te any adverse event that was reported. Any 
deficiency that is identified by the DOH ~s publicly disc1osable. 

The initiative that is being Snnounced today by President Clinton demonstrates a 
co~itment to reducin~ medical' errors and improving patient safety. Its broad 

, pnnclpies should b.e. embraced by all hospitals. GNYHA looks forward to working with 
, the Administration and Congress on this important initiative. , ' 

Greater New. ~?rk Hospital As~ociation represents 175 not-for-profit hospitals and 10 
term CaIe faclimes. both public and voluntary, in the New York metropolitan area. ng 

\ , 
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Politics 

By RQBERT PEAR 

ASHINGTON, Feb. 21-- President Clinton will order all 
hospitals in the United States to take steps to reduce 

. medical errors that kill tens of thousands of people each 
year, and he will urge states to require the reporting of such errors, 
administration officials said today. 

At the White House on Tuesday, Mr. Clinton plans to call for a 
nationwide system of reporting medical errors, somewhat like the 
system used by airlines to report aviation safety hazards, the 
officials said. Rather than trying to impose a federal r~quirement ' 
now, he is pressuring the states to adopt reporting requirements 
within three years. 

The American Medicai Association and the American Hospital 
Association have vehemently opposed mandatory reporting of 
errors, saying it could expose doctors and hospitals to more 
lawsuits. If doctors and hospital employees fear being .sued, they 

";';' said, they will be reluctant to discuss the lessons that could be 
-'-learned from their mistakes, Even Mr. Clinton's own advisers had 
, suggested that the administration move cautiously. . 

But aides said Mr. Clinton would endorse virtually all the 
recommendations made three months ago by the National Academy 
of Sciences in a report on medical errors. 

Specifically, they said, Mr. Clinton will endorse the academy's goal 
of reducing medical mistakes by 50 percent over five years. He will 
also ask Congress for $20 million to create a Center for Quality 
Improvement and Patient Safety, as part of the federal Agency- for 
Health Care Research and Quality, in the Department of Health and 
Human Services.' 

While some ~f the president's recommendations require 
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Congressional approval, he already has ample authority under 
existing laws to require other steps. 

For example, officials said, the federal government is developing a" 
regulation to require more than 6,000 hospitals that participate in 

. Medicare to have programs to reduce medical errors, including 
mistakes in the dispensing of drugs. Under the regulation, to be 
published this year, mgmy hospitals would establish automated 
systems for ordering prescription drugs, to avoid the mistakes 
caused by a doctor's bad handwriting or by confusion over .telephone 
orders. 

Hospitals must meet feder~l standards as a condition of getting 
Medicare money, which accounts for about 40 percent of hospital 
revenue, on the average. Using this lever, the federal goverriment 
sets detailed standards covering every aspect of hospital activity, . 
from sanitation to fire safety to infection control. . 

President Clinton's proposals, or something similar, seem likely to 
become reality for f()ur reasons. The issue has great appeal to 
consumers, and this is an election year. The government already has 
the power to do much of what Mr. Clinton wants. Congress is eager 
to take action. And lawmakers have a 'convenient vehicle, the 
patients' bill of rights, now pending before a conference committee 
of House and Senate negotiators. 

White House documents say the Food and Drug Administration will 
develop new standards to prevent errors caused by drug names that 
sound alike and packages that look alike. In addition, new labeling 
standards will require drug makers to highlight dangerous drug 
interactions and common dosage errors. 

The F.D.A. is also developing a system to allow doctors, nurses and 
pharmacists to report medication errors online. 

All 500 military hospitals and clinics and more than 3;000 blood 
banks will have to report serious errors under the president's plan. 

But the most controversial el~ment of the p'resident's plan is his 
support for mandatory reporting to the states of all medical errors 
that cause serious injury or death. . . 

Hospitals reporting errors would be publicly identified. The names 
of doctors, nurses and patients would be kept confidential. But 
doctors and hospitals said that such details could often be inferred 
and that even the public reports could be used to strengthen the hand 
of plaintiffs' lawyers in malpractice lawsuits. . 

In addition, the president, like the National Academy of Sciences, 
will call for voluntary reporting of less serious errors, including 
close calls, administration officials said. 

Medical mistakes include the use of the wrong drugs, errors in blood 
transfusions, surgery on the wrong body part or the wrong patient 
and improper insertion ofcatheters or feeding tubes. 

The White House struggled to find the right balance between 
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". 
Of mandatory and. voluntary reporting, between secrecy and disclosure. 

In interviews last.m"onth, federal health officials said they were 
unwilling to embrace the academY's call for a new federal law 
requiring hospitals to report all mistakes that cause serious injury or 
death. Despite such reservations, Mr. Clinton decided to supp~rt 
mandatory reporting. 

White House documents show that"Mr. Clinton will announce three 
basic conclusions on Tuesday: 

• 	 Patients should have access to information about "preventable . 

medical errors" thafcause serious injuries. If a person dies 

because of such a mistake, the patient's relatives should be 

able to get information about the error .. 


• 	~ongress should pass legislation to prevent patients and their 

lawyersfrom gaining access to a hospital's analysis. and 

investigation of the causes of medical errors. . 


• 	 Patients should not lose any of the rights they now have to sue 

doctors and hospitals for malpractice or negligence. 


Chris Jennings, the health policy coordinator at the White House, 
said: "These actions will significantly reduce the likelihood of 
lawsuits and concerns about liability .. We will avoid errors and 
problems that might be subject to litigation." 

The president's initiative leaves some important questions 
unanswered: What is the definitionofa serious medical error? What 
is the federal role in the proposed new reporting system? Will states 
get additional money to catalog arid analyze reports oferrors? 

Dr. Nancy W. Dickey, former president ofthe American Medical 
Association, said: "We are opposed to mandatory reporting. It may 
well drive underground the very information you need to improve 
safety. A number of states have mandatory reporting, and there's no 
evidence thatthey have greater safety or fewer errors." ' . 

Richard J. Davidson, president ofthe American Hospital 
Association, said his group had been invited to the White House 
event but would not attend. 

"We thought we had an 'agreement to work with the White House in 
apublic-private partnership, but there has been little or no " 
consultation," Mr. Davidson said. "That's a serious disappointment. 
The idea that a mandatory reporting system is going to change 
behavior is naIve at best. You need to focus on making a cultural 
change in hospitals, to promote open discussion of errors, and that's 
not possible if some plaintiffs attprney is cliinbing on your back." 

The White House said that 18 states, including New York, New 
Jersey and C()nnecticut, already required hospitals to report certain 
kinds of mistakes and "adverse events." But in many states, the 
number of reports is relatively small, because doctors and hospitals 
fear the' data will be used in lawsuits. 

Presidellt Clinton's goal is to ensure that "all 50 states have 
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mandatory reporting systems" within three years, the White House 
said. If that does not happen, federal officials will offer further 
recommendations on what should be done to achieve the goal. And 
if research shows that mandatory reporting does not enhance patient 
safety, the White House said, federal officials will reconsider their 
recommendations. 

The report from the National Academy of Sciences last November' 
touched off a flurry of activity on Capitol Hill. Members of 
Congress from both parties -- led by Senators Arlen Specter, . 
Republican of Pennsylvania, and Joseph L Lieberman of 
Connecticut and Edward M: Kennedy of Massachusetts, both 
Democrats -- have held a half-dozen hearings and drafted several 
bills to reduce medical errors. Lawmakers say that passage of 
legislation this year appears likely. 

In its report, the academy's Institute of Medicine said that medical 
errors caused 44,000 to 98,000 deaths a year -- more than the 
number resulting from auto accidents, breast cancer or AIDS, and 
far more than the numbers killed or injured in plane crashes each 
year. 
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February 22, 2000 

Clinton to Call on All States to Adopt 
Systems for Reporting Medical Errors 

By SHAILAGH MURRAY 

Staff Reporter of THE WALL STREET JOURNAL 


WASHINGTON -- President Clinton on Tuesday will outline a series 
f of steps to help reduce medical errors, including proposing a 
phased-in, state-based system that would require the reporting of all 
medical mistakes that cause death or. serious injury ~ . 

Twenty-three states have reporting systems that track medical errors, 
and Mr. Clinton is calling on the restto pass legislation requiring such 
reporting within three years. If they don't, further federal action may. 
be necessary, administration officials said. 

President Clinton, by choosing the state-based route, has decided 
against seeking federal legislation for mandatory reporting of errors -
a controversial idea, especially among doctors. Some in Congress, 
however, may want to move forward with legislation requiring that 
mistakes be reported. 

Mr. Clinton's actions are a response to a 
report issued in November by the Institute 
of Medicine saying that 44,000 to 98,000 
Americans die annually as a result of 

medical mistakes. The institute, part of the National Academy of 
Sciences, a body that advises the government on scientific matters, 
found that most medical errors can be avoided and proposed a 
national campaign to reduce preventable errors by half within five 
years. 

The most hotly debated iss\le has concerned the process for reporting 
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! errors. Doctors, in particular, are worried that mandatory reporting of 
I errors could be used against them in court. To reduce the liability risk, 
: Mr. Clinton supports prohibiting the use of such error data as 
, "discoverable information" in any litigation, similar to the approach 

taken in aviation to promote air safety without penalizing pilots. He 
also would encourage voluntary reporting of other errors and "close 
calls." Information to be made public would be grouped by institution, 
without identifying patients or clinicians. 

, Mr. Clinton's proposal attempts both to inform the public about local 
1 hospitals and other medical facilities and to improve the flow of ' 

information within the medical community, so it can learn from :1 
mistakes. The question is whether doctors and other health-care 
professionals will feel threatened by the additional disclosure 
requirements, which the American Medical Association has warned 
could dissuade physicians from admitting mistakes. Carmela Coyle, 

I senior vice president of the American Hospital Association, called the 
provision "too murky." ' 

In other areas, Mr. Clinton would create a Center for Quality 
Improvement and Patient Safety, which would fund research and 

I education efforts and help to smooth state standards to make data 
collection uniform. The agency would help establish best practices 
and uniform procedures. 

The Food and Drug Administration would toughen regulations on 
I naming and labeling standards for drugs. One common mistake, 
, according to the report, is for health-care professionals to confuse 

medications, because of their similar names or packaging. , 

Hearings on medical errors will continue Tuesday in the Senate. 
Lawmakers are hopeful they can produce a bill this year. Sen. Edward 
Kennedy (D., Mass.), one of the lead,ers of the patient-protection 
drive, called Mr. Clinton'sproposal "effective" and said Monday that 
he was "optimistic Congresswill act quickly to solve this glaring 
problem." 
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Print Edition 
Todats National 

Clinton Seeks Medical Error Reports
Partner Sites; Proposal to Reduce Mistakes Includes Mandatory •Newsweek.com 

·8ritanllil!lIlnt~rnlltlll:Jill!! Disclosure, Lawsuit Shield . 

By Marc Kaufman 
Washington Post Staff Writer 
Tuesday, February 22, 2000; Page A02 

ArtIcles President Clinton will. propose today that all medical errors in 
Inside "A" Section hospitals that result in death or serious injury be publicly reported as 
Front Page ArtIcles part of a mandatory national error prevention system, White House 

sources said yesterday. On Our Site 
Top News/Breaking 

News The recommendation, which is controversial among health care: 
PoTitiCSSection providers, is. contained in a wide-ranging administration initiative to . 
National SectIon reduce the estimated 44,000 to 98,000 hospital deaths caused each 

year by medical mistakes. 

=======., The plan also calls for creation of a new federal office to research and 
promote "patient safety," for new standards to reduce medical errors' 
caused by similar-sounding prescription drug names, and for . 

. legislation that would allow hospitals and doctors to investigate their 
errors without fearing that the information would later be used in 
malpractice suits against them. 

"The president believes we should set up a multifaceted system to 
eliminate preventable medical errors--that it's really overdue, If said an 
administration official involved with the plan. While acknowledging 
some opposition to mandatory reporting was likely, he said the White 
House was confident the proposals would be popular among 
consumers, many health providers and businesses th,at pay for health 

, care. ", . . 

Theproposals, which will be announced today. at the White'House, 
are in response to a critical report from the Institute of Medicine 
(10M) that outlined the magnitude of the medical errors problem. 

The congressionally chartered research group, which is part of the 
National Academy of Sciences, concluded in November that 
preventable mistakes kill more Americans yearly than do breast 
cancer, highway accidents or AIDS. Many of the group's' 
recommendations, including the creation of a national error reporting 
system, are embraced in the president's initiative. ., 

Medical and hospital officials agree that mistakes are a significal1t and 
sometimes deadly problem. But they do.not all agree that a mandatory 
reporting system--even with safeguards to keep the information from 
malpr~ctice lawyers--is necessary or even useful. 

"Our fear is the mandatory reporting would actually drive information' 
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about errors underground," said Nancy Dickey, p~t president of the 
American Medical Association. "If appropriate and tough protections 
are not in place, then providers will be very concerned--and rightly' 
concerned-~that after reports are turned in, the next person they'll hear 
from is a plaintiffs attorney." ' '" ' 

"Carmela Coyle, senior 'vice president of the American Hospital 

Association, said that her organization was also concerned about the 


, legal implications of allY mandatory reporting. 

" 

"Nobody is seeking to lessen the current liability we have when 
',medical errors.occur," she said. "Our big fearis that we'll be creating 

a new system into which information will be reported, and some in 
the legal community will use it for fishing expeditions." 

Under, Clinton's plan, specific information about preventable and 
" 	serious medical errors would be available, as it is now, to patients and' 

their·families for malpractice purposes. In a significant change, 
however, hospitals would be obliged to investigate the "root causes" 
of those errors. That 'information, with the names of patients and' 
health care professionals removed, would be compiled and made 
available to the public. 

To protect hospitals and health systems, the administration will ' 

propose legislation to place the results of those "root causes" " 

investigations beyond the reach of lawyers in malpractice suits. 


'Officials said yesterday that the protection should be enacted before 
or just as the reporting system is imp~emented. 

While the plan calls for new federal regulations requiring hospitals to 
increase their efforts to reduce medical mistakes, states would ' 
implement the error reporting systems over the next three years. ' 
Administration officials say that 18 states already have some fo'rm of 
errorxeporting systems. , 

But according to Janet Corrigan, director of the 10M's health care 
quality initiative, those state programs tend to pe underfunded and 
inconsistent in what they report. She said the 10M recommended 
mandatory reporting and increased funding for error reduction 
programs because "health care providers clearly need to analyze their 
errors better so they can make sure they don't happen again." 

"We believed strongly that infonnation from the mandatory system 
, about specific facilities should be made available to the public;" she 

said. "We don't, believe specific information about individuals shoul4 
be public, but the community has a right to know generally about 
errors occurring in its hospitals and facilities." 

Karen Ignagni, president of the American Association of Health 

Plans, said her'organiiationsaw Clinton's initiative as "a serious 

p,roposal to begin discussion." Bills on medical errors have already 

been introduced in the Senate and House, and the Senate 


•Appropriations and Health, Education, Labor and Pensions 

committees will hold a joint hearing today on the subject. 


To support the error-reduction effort, Clinton will announce today a 
, $20 million-increase in funding for the Agency for Healthcare 
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Research and Quality. The money, which represents a 500 percent 
increase in agency funding, will be used to create a new 
10M-recommended center to fund research on patient safety and to 
develop national goals on error reduction. ' 

The White House official said that while Vice President-Gore is not 
scheduled to be present today when the plan is announced, he has 
been actively involved in the health quality program for several years. 
The National Quality Forum, a public-private foundation established 
by Gore, will develop the national standards for error reporting, the 
official added. 

© Copyright 2000 The Washington Post Company 
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Report on Medical Mistakes Sought 

- Calend;; 
and refiFiled' at 2:15 a.m. EST 

By The Associated Press 

WASHINGTON (AP) -- President Clinton wants hospitals to tell 
patients and the government how often they kill or seriously injure 

( those in their care. 

Hospitals natIonwide would have to disclose serious and deadly 
mistakes if Congress adopts a White House plan developed in . 
response to a report last year that estimated medical mix-ups kill as 

i many as 98,000 Americans each year. . ' . Alive 

Clinton also planned today to order several new requirements that 
do not need congressional approval, including an immediate 
mandatory reporting requirement for the 500 Defense, 
Department-administered hospitals that serve an estimated 8 niillion 
people. And the Health Care Financing Administration will require 
error reduction plans this year in all 6,000 hospitals that participate 
in Medicare. 

The Food and Drug Administration has a year to develop new 
standards to help prevent medical mistakes caused 'by sound-alike 
drug names or look-alike products. The agency will also come up 
with new standards for labels that highlight common problems such· 
as errors in dosage size. 

The White House wants all hospitals to report errors ~ithin three 
years, but cannot force compliance without legislation from 
Congress. 

I 

There already are plans in Congress to respond to the Institute of 
Medicine report on medical mistakes that could short-circuit the 
White House plan by requiring faster or more comprehensive 
reporting. 

Sen. Edward Kennedy, D-Mass~, predicted a bipartisan medical 
error bill will pass this year, and two Senate committees are holding 

lof3 2/22/2000 8:52 AM 

http://www.nytimes.com/aponline/w/AP-Ciinton-Medical-Mistakes.htm


Report on Medical Mistakes Sought· http://www.nytime.s.com/apon line/w/ A P-Clinton-Med ical-M istakes. him I 

hearings. 

The White House sees its plan as a compromise between patient 
advocates who want full disclosure ofmedical mistakes and 
representatives of doctors and hospitals who fear more disclosure 
means more lawsuits. . 

The White House' wants a mandatory national reporting s'ystem, . 
administered by the states, tilat would collect information about 
preventable deaths and major injuries by hospital and type Qf 
problem. Names of individual doctors or other health care'workers 
would not be public. 

Hospitals would not have to report less serious mistakes or close 
. calls, although the White House hopes they would do so voluntarily; 
a senior White House official said Monday. 

"The whole idea here isto not blame people," said the White House 
official, who spoke on condition of anonymity. "Obviously, we 
have a problem in medical errors, and we have to acknowledge it 
Acknowle~ging it is the first step, but we can't make it punitive." 

The president's proposed budget for next year includes $33 million 
to improve the reporting system for medical mistakes at the FDA. 

Clinton's proposed budget also includes $20 million {or new 
research on reducing medical errors and to create anew patient 
safety clearinghouse. The new study center would fund research on 
patient safety nationwide and promote ways to apply the findings. 

. ,, 

Dr. Sidney Wolfe, head ofthe Washington-based Public Citizen's 
Health Research Group, said the White House approach does not go 
far enough. Hospitals can still mask the true level of mistakes by 
failing to perform enough autopsies, and patients deserve a full 
accounting, Wolfe said. 

"To be silent on this major source o'ffinding out the nature of 
mistakes both in diagnoses and treatment is just irresponsibility," 
Wolfe said. . 

. . 
, ' 

On the other end of the argument is Dr. Nancy Dickey, iriunediate 
past president of the American Medical Association. She said there 
is no evidence. that hospitals are safer in states with reporting 
systems in place. ' 

'''We are opposed to mandatory reporting," Dickey said. 

Eighteen states already have some kind ofmandatory reporting 
system. 

In November; the Institute of Medicine, a private organization 
chartered by Congress to advise the government on scientific 
matters, estimated that medical mistakes kill between 44;000 and 
98,000 Anlericans each year. The institute said it found flaws in the 
way hospitals, Clinics and pharmacies operate. 

The mistakes ranged from botched surgeries to misunderstandings 
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President Clinten teday will receive a new repert en medical errers fremthe Administratien's 
Quality Interagency. Ceerdinatien Task Ferce (QuIC) and unveil a series .of landm~rk initiatives te 
beest patient safety. These initiatives will help create an envirenment and a system in which 
previders, censumers, and private and public purchasers werk te achieve the geal set by the Institute 
.of Medicine (10M) te cut preventable medical errers by 50 percent ever five years. 

Develeped in respense te the Presidenfs call fer actien in December, the QilIC respense enderses 
virtually every 10M recemmendatien propesed and includes actiens that ge beyend it. Censistent 
with the QulC recemmendatiens, the President will call fer: a new Center fer Patient Safety; the 
develepm,ent .of a regulatien requiring each .of the ever 6,000 hespitals participating in Medicare te 
have in place errer reductien pregrams; new actiens te improve the safety .of medications, bleed 
preducts, and medical devices; a mandatery reperting system in the 500 military hespitals and clinics 
serving ever 8 millien p~tients; and a natienwide state-based system .of mandatery and veluntary 
errer reperting, te be phased in ever time. The President will alse cemmend the Vice President fer 
his leadership en this issue, thank members .of Cengress' in beth parties fer their werk, and praise the 
efferts .of censumers, decters, hespitals, nurses, health plans and businesses te impreve patient 
safety. 

PREVENTABLE MEDICAL ERRORS: A NATIONAL CHALLENGE. Altheugh the U.S . 
.offers seine .of the best health care in the werld, the number .of medical errers is still tee high. 

• 	 'Medical errors are common and costly. The 10M estimates that ever half .of adverse medical 
events are due te preventable medical errers, caus~ng 98,000 deaths a year and cesting as much 
as $29 billien annually. One study .of ever 30,000 patients indicated that nearly 60 percent .of 
patients suffering adverse events in a hespi~l stay were supjected te a preventable medical error. 

• 	 Medication errors account for a significant portion of preventable adverse events. The 10M 
estimates the number .of lives lest te preventable medicatien errers acceunt fer at least 7,000 
deaths annually in hespitals. These errers increase hespital cestsby an estimated $2 billien, and 
nursing hemes cests by ever $3 billien. When ether preventable mistakes with drugs are ' 
included, the death tell rises t.o tens .of theusands yeariy. A study .of hespitals in New Yerk\ 
indicated that drug cemplicatiens represent 19 percent efall adverse events, and that 45 percent 
.of these events were, caused by medical ,errers. In this study, 30 percent .of individuals with 
drug-related injuries died. 

PRESIDENT UNVEILS NEW COMPREHENSIVE PLAN TO IMPROVE PATIENT 
SAFETY. Teday, the President will annou'nce the fellewing new actiens te assure patient safety: 

A new Center for Qu~lity Improvement and PatientSafety. Teday, the President will anneunce 
that his FY 2001 budget includes $20 !TIillien, a 500 percent-increase ever last year's fundi'ng level, 
te cenduct research en medical errers reductien and create a new, IOM-recemmended Center fer 
Quality Imprevement and Patient Safety. The 'Center will: fund research en patient safety; develep 
natienal geals fer patient safety; issue an annual repert en the state of patient safety; premete the 
translatien .of research findings inte impreved practices and policies; and educate the pUblic. 



\' 

The development of a regulation assuring that all hospitals participating in Medicare 
implement patient safety programs. This year, the Health Care Financing Administration will 
publish regulations requiring the over 6,000 hospitals participating in Medicare to have in place error 
reduction programs that include new systems to decrease medication' errors. This: action mirrors 
contractual requirements planned by the Federal Employees Health Benefits Plans and by many 
private sector purchasers. It also complements the voluntary efforts recently announced by the 
American Hospital ~ssociation. . , 

The development ofnew standards to ensure that pharmaceuticals are packaged and marketed 
in a manner that promotes patient safety. Within one year, the Food and Drug Administration 
will develop new standards to help prevent medical errors caused by proprietary drug names and 
packaging that a~e easily confused with other those of other drugs. The agency will also develop 
new label standards that highlight common drug-drug interaction problems and other.dosage errors 
related to medications .. It will also implement a system that makes> it possible to report serious 
adverse drug events on-line. The President is committing $33 million in the FY 200 I budget, a 65 
percent increase over last year's funding level, for medical error and adverse eventreporting systems 
at FDA. 

Modernized patient safety systems at the Department of Veterans Affairs and the Department 
of Defense to improve medication safety. The VA and DOD have been and continue to be leaders 
in the use of automated and other systems to reduce medical errors. The President will announce: 

• 	 Full implementation of VA patient safety programs. This year, V Awill complete implementation 
of an automated order entry system in all its health care facilities, along with a barcoding system 
for medication administration. These systems match patients with the medication they are 
supposed to receive. A 1999 pilot test indicates that they can reduce medication errors by up to 
70 percent. In addition; the VAwill increase patient safety .training for'staff from 15 to 20 hours 
a year and place "patient safety checklists" in operating rooms at every V A hospital. 

• 	 Launch ofnew DOD patient safety programs. The DOD will launch an integrated pharmacy 
system for their over 8 million beneficiaries by the end of 2000. This new system will allow 

. DOD physicians to accurately track prescriptions as they are filled in both public and private 
pharmacies worldwide. This fall, DOD will begin implementing a new computerized medical, 
record that makes all relevant clinical information on a patient available when and where it is 
needed. It will be phased to all ,500 DOD hospitals and clinics over three years. ' 

Comprehensive plans for a nationwide system of error reporting. Currently, 23 states (18 of 
which require hospitai reporting) have reporting systems to track preve~table medical errors and to 
help providers take corrective actions. Today the President will announce support for a nationwide 
system of error reporting - one that will be state-based and phased in over time. 

When fully implemented, this system will require mandatory reporting of preventabl~ medical errors 
that cause serious injury or death, and will encourage voluntary reporting or"other medical errors and 
"close calls.". Information will be aggregated and made public (without identifying patients or 
individual health care professionals) to educate the public .al:>out the safety of their. health systems, 
Both mandatory and voluntary reporting will enable providers to target widespread problems and 
develop the best preventive interventions. The Administration will take several actions to promote 
the importance ofdeveloping and using medical error rePorting systems, including: 



• 	 Launching new research to help implement mandatory reporting systems. The QulC will ask the 
National Quality Forum to develop a set of patient safety measurements that can lay the 
foundation for a' uniform system of medical errors data collection. HCF A will launch a pilot 
project in up to 100 hospitals to help them implement confidential mandatory reporting systems. 
HCF A will also work with hospitals in states that currently have mandatory reporting systems to' 
identify and address issues associated with presenting medical errors data to the public. 

• 	 Supporting expansion of "peer review protections" to encourage development ofpost-error 
review processes. Individuals or family members should have access to information about a 
preventable ffii~dical error causing serious injury or death. But,analyses to determine the 
shortcomings of the hospital's delivery system (root-cause analysis) and subsequent action to 
prevent such errors in the future should not be "discoverable information" used in litigation. 
That is why the Administration will support legislation that protects provider and patient 
confidentiality in order to encourage post;.error review - without undermining individual rights to 
redress for malpractice. ,Such legislation should be enacted in conjunction with, or prior to ' 
implementation of, nationwide mandatory and voluntary reporting systems. 

• 	 Implementing a 'required reporting system at the Department ofDefense. Beginning this spring, 
DOD will implement a new mandatory reporting system in its 500 hospitals and clinics, which 
serve approximately 8 million patients. 

• 	 Expanding mandatory'reporting requirements for all blood banks. By the end of the year, FDA 
will release regulations requiring the over 3,000 blood banks an<;l establishments dealing with 
blood products to report serious error~ affecting patient safety. 

• 	 Implementing a voluntary reporting system nationwide for veteranS' hospitals. V A currently 
operates a mandatory reporting system. By the end of the year, VA will also implement a 
voluntary nationwide reporting system for adverse events and "close calls." Information will be 
collected by an independent entity and dissemiriated to all VA health care networks. ' 
Implementing this system is likely to lead to a richer database of information, as incidents are 
reported on a de-identified basis, and will allow researchers to compare the effectiveness of 
identified systems to de-identified ones. 

• 	 Encouraging the development ofvoluntary systems and learningfrom existing systems. The 
Center for Quality Improvement and Patient Safety, with its Task,Force partners, will evaluate 
current voluntary reporting systems at the federal and state levels and develop recomm:endations 
to improve them. This study will demonstrate which entity or entities would be best to collect, 
analyze, and disseminate information on frequently occurring errors and the best interventions to 
prevent them. 

Ifall states have not implemented mandatory reporting systems within three years, the QulCwil1 
deliver recommendations to the President that assure all health care institutions are reporting serious 
preventable adverse events. If research conducted by the Agency for Healthcare Research and ' 
Quality and other agencies indicates that the impl~mentation ofth'ese systems does not enhance (or 
even detracts from) patient safety, the QuIC will modify its recommendations accordirigly. 



COMMENDS CONGRESS AND THE PRIVATE SECTOR FOR WORKING TO PROMOTE 

PATIENT SAFETY. Today, President Clinton noted the strong bipartisan interest in improving 

patient safety and that committees in the House and Senate held hearings to explore possible avenues 

to address this issue. The President noted that the Senate Appropriations and Health, Education, 

Labor, and Pensions (HELP) Committee will hold ajoint hearing today, and have separately held 

several previously. He thanked the members of these Committees and other leaders in the Congress 

on this issue, including Senators Kennedy, Jeffords, Spector, Harkin, Dodd, Frist, Lieberman, 

Kerrey, Grassley, and several members of the House in both parties for their work. He also 

recognized and commended the ongoing work of the American Hospital Association, the American 

Medical Association, the American Nurses Association, and the Business Roundtable's "Leapfrog 

Group". ,) .. 


BUILDS ON THE CLINTON·GORE ADMINISTRATION'S LONGSTANDING 
COMMITMENT TO IMPROVING PATIENT SAFETY. In early 1997, the President 
established the Advisory Commission on Consumer Protection and Quality in the Health Care \ 
Industry (Quality Commission) and appointed Health and Human Services Secretary Shalala and 
Labor Secretary Herman as co-chairs. The Quality Commission released two seminal reports on 
patient protections and quality improvement. Subsequentto the Commission's second report on 
patient safety and quality improvement, and consistent with its recommendations, the President 

. established the Quality Interagency Coordination Task Force (QuIC), an umbrella organization also 
co-chaired by SecFetary Shalala and Secretary Herman, to coordinate Administration efforts to 
improve quality. Also consistent with the Quality Commission's recommendations; Vice President 
Gore launched the National Forum for Health Care Qjlality Measurement and Reporting. The 
"Quality Forum" is a broad-based, widely-representative private advisory body that develops 
standard quality measurement tools to help purchasers, providers, and consumers better evaluate and 
ensure the delivery of health care servjces.In addition to the workand significant potential of the 
QuIC and Quality Forum, other Fedt(~al agencies have made significant efforts to reduce medical 
errors and increase attention on patient safety. Last December, at thePresident's direction, the 
Office of Personnel Management announced it will require all plans participating in the federal 
health program to implementerror reduction and patient safety techniques. . .. 
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Thank you Secretary Herman. President Clinton, Mr. Otten and . . 

distinguished guests • 

. Between Valentine's Day- which was just a.week ago - and 

people getting married sight~unseenon television, ... 

. • . I can't resis.t the tempt~tion to tell a quick story about 
. . . 

Secretary Herman. 

As you probably know, Secretary Herman is a newlywed. 

She was married two weekends ago at the National CathedraL 
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. But you probably don't know that SecretaryHerman was dating' 

her husband-to-be whiteshe and lwere co-chairing the President's 

Advisory Commission on Consumer Protection and Quality. 

Now you're probably thinking that heartfelt talks about such 

romantic subjects as: ... 

.. ..New statistical models for measuring errors at publicly 

supp'orted hospitals was not whathrought these two wonderful people 

together. 

But you would be wrong. 
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Secretary Herman claims.that talking about patient care, the ' 

Commission's worl", and most important"": the need to reduce medical' 

errors - actually enhanced her relationship. 

*** 

Of course, Secretary Herman and I both know that reducing 

medical errors has to be more than a private conversation. 

This problem calls for an ongoing public dialoguc. 

Let me briefly describe what we're up against. 

As the Institute of Medicine pointed out: At least 44,000 deaths 
, , 

occur every because of preventablc medical errors. 
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That number could be as high as 98,000. 

r . 
This mnkes medical errors the eighth leading cause of death in the 

United States. 

One percent of the medical interventions in intensive care units 

turn out to b(~ wrong. And 20 percent of that one percent cause death or 

serious bodily harm. 

That may not sound like much. But when you add up the 

numbers, you end up with thousands of deaths every year. 

Not to mention. pain, suffering and disabling injuries: 
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There are also financial costs, ... 

• • . 29 billion dollars in lost income, disability and health care 

costs every year. 

.*** 

This is why we needed a public dialogue about medical errors. 

Ours began three years ago when the President's Advisory 

Commission issued a landmark report that included the first Patient's i 

Bill of Rights. 
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Since we just celebrated President's :Day, let me be clear: Thanks' 

to P"esident Madison we have a Bill of Rights. And thanks to President 

Clinton we will have a Patient's .Bill of Rights. 

The Patients Bill of Rights was not the Advisory Commission's' 

last word on quality. 

. We issued a second report about health care qua!ity and the need 

.to identify and reduce medical errors. 

. We also called for the establishment of a federal QualitY 

Interagency Coordinat,ion Taskforce. Now known as the QuIC. 
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At the President's request, Vice President Gore launched the 

, I 

Quality Fo)"um ....:. a group of mostly private sector advisors - to come up 

with uniform quality standards. 
t , , 

'Our Agency for Health Care Research and QuaHty is the lead 

agency in,improving quality health care, ... 

• . . and under the leadership of Dr. John Eisenberg has fu~ded 

critical research into the frequency and causes of medical errors. 

In fact, this research was used by the Institute of Medicine in its 

own repo ....t. 

*** 
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The President likes to say: Our goal is. not to fix blame, but to fix 

. the problem. 

That's why in addition to bringing.together the best minds'from 


both inside and outsidegove.rnment, we're devoting more money and 


attention to the problem of medical errors tlIan ever before. 


The CDC collects data on adverse events, inclu~ing hospital 


acquired infections.. 


. HCFA demands high standards for hospitals tbat participate in 

Medicare. 
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FDA compiles data on errors related to drugs and medical . 

devices. 

*** 

Other federal agencies including the Department of Defcnse and 

the VA - as well as states and .thc priv':\tc sector - are working bard on 

this problcm too. 

Still, much orthe battle to reduce medical ert'ens is being fought 

right on the front lines. 

In hospitals. In docto~s offices. In community clinics. 

And by dedicated health care professionals like Jeffery Otten. 
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STATEMENT BY BARBARA BLAKENEY 


Thank you, Secretary Shalala. Good morning, President Clinton, Secretary Herman, and other 
distinguished guests. 

We are here today to discuss a problem that I know makes many in the health care community 
uncomfortable -- the problem ofpreventable medical mistakes. 

The American Nurses Association represents 2.6 million nurses nationwide. I believe that my 
colleagues in the field are truly modern heroes. We work tirelessly every day to protect the best 
interests of our patients. But as health care 'gets more sophisticated, it gets more complex. The 
practice of medicine,is a noble endeavor, but it is also a human one, and humans including 
health care professionals - are fallible. 

It's important to realize that the medical errors we've been hearing so much about since the 
release of the 10M report -like patients who die because of a fatal drug interaction -are not big 
mistakes made by one individual. They're usually the result of a systems failure that produces a 
long chain of small errors by a number of individuals or technologies involved in the patient's 
care. 

Because of this, blaming individual caregivers usually serves no purpose, and rarely helps us 
improve patient care. In order to protect our patients, we need to design safer systems that 
reduce the possibility that individual caregivers will be placed in situations that make errors 
likely. ' 

There's a wide range of issues, ranging from basic shortcomings in quality assurance systems to 
inadequate staffing and provider communication, tharmake health care settings more susceptible 
to medical errors than need be. Mr. President, I am proud to say that the nurses I represent are 
ready to work with our colleagues to meet this challenge and change the system to ensure that 
our patients receive the high quality care they expect and deserve. 

Nurses know patient safety pr~grams make a difference. Physician order entry systems improve 
medication safety by ensuring that prescriptions are automatically checked against patient 
records for potential drug allergies or interactions. Ensuring that IV solutions are mixed at the 
pharmacy rather than on patient floors and prepackaging medications in the exact doses 
necessary, for patient use prevents patients receiving the wrong dose accidentally. Implementing 
computer systems that automatically alert doctors when patients have abnormal lab results. But 
we know too, that implementing the programs that we can readily identify will not be enough. 
We must remedy the root causes of systemic processes and behaviors that lead to repeated errors 
and injury to our patients. 

Mr. President, on behalf of the ANA, I strongly support the steps you are taking today. It takes a 
, comprehensive and measured approach in assuring consumers, public and private purchasers, 
and providers work together to eliminate 'all preventable errors and improve patient safety. It 
appropriately rejects an emphasis on blan1e and punishment and works to create a health care 
delivery system that places patient safety first and foremost. ' ' 
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We must ackllowledge that mistakes occur, and we owe it to our patients to learn from our 
errors. I am honored to stand with you today as you begin an long overdue national dialogue on 
a subject that is critically important to improving the quality of health care that all Americans 
receIve. 

And now, it is my pleasure and privilege to introduce the man who has set a new standard for 
leadership in imprQving health care delivery systems and the quality of medical care in this 
country than anyone else -'the President of the United States, William Jefferson Clinton. 



THE WHITE: HOUSE 

WASHINGTON 

February 21, 2000 

MEDICAL ERRORS EVENT 
) 

DATE: February 22, 2000 
LOCATION: Presidential Hall - OEOB 450 
BRIEFING TIME: 12:00pm 12: 15pm 
EVENT TIME: 12:25pm,- 1:05pm 
FROM: . Bruce Reed, Chris Jennings, Mary Beth Cahill 

I. PURPOSE 

To accept a report from the Quality Interagency Coordination Task Force (QuI C) which 
evaluates and endorses the recommendations of the Institute of Medicine's study of 
medical errors~ and to unveil a series of initiatives to significantly enhance patient safety. 

II. BACKG~OUND 

Last December, you hosted a meeting at the White House to cOmmend the Institute of 
Medicine for its report on medical errors. At that event, you directed the OPM to ensure 
that all future contracts with health plans' would emphasize a commitment to the 
e'stablishment of medical error reduction systems. ~you also directed Federal agencies to 
work collaboratively to review the 10M report and provide you with recommendations. 

Today, you will receive that report and endorse its recommendations, including its 'goal of 
reducing preventable medical errors by 50 percent over the next five years. As is outlined 
below, you will embrace the 10M recommendations but actually go further, particularly 

, with respect to the operations ofFederal health systems. ' 

Vv;ehad scheduled a hospital administrator from Boston to outline the latest error 
techniques utilized in hospitals, as well as to be supportive ofyour patient safety 
recommendations~ However, at the last moment this afternoon, he cancelled, citing his 
discomfort and that of the Massachusetts Hospital Association (MHA) in taking a 
position that was too far ahead of the American Hospital Association (AHA). The AHA 
strongly suggested that MHA not participate, for fear that their presence would be 
perceived as an implicit endorsement of the announcement you are unveiling. They had 
major concerns that it would:reflect (accurately) that several hospital associations, such as , 
those from New York, California, and Massachusetts would not impose - and in fact, live ' 
under - mandatory reporting systems., ' 



Rather than seek a major public confrontation with the AHA on this issue" we chose to 
get a representative from the American Nurses Association. The nurse, Barbara Blakely, 
will relay the ANA's unconditional endorsement for your proposaJand describe its 
importance to improving patient safety in the health care delivery system. 

Today, you will unveil a comprehensive plan to improve patient safety, and announce the 
following new actions: •. 

A new Center, for Quality Improvement and Patient Safety. Today, you will announce, 
that your FY 2001 budget includes $20 million, a 500 percent increase over last year's 
funding level, to conduct research on medical errors reduction and create a new, IOM
recommended Center for Quality Improvement and Patient Safety. The Center will: fund 
research on patient safety; develop natjonal goals for patient safety; issue an annual report on 

, the state of patient safety; promote the translation of research findings into improved 
practices and policies; and educate the pUblic. 

The development of a regulation assuring that all hospitals participating in Medicare 
implement patient safety programs~ This year, the Health Care Financing Administration 
intends to publish regulations requiring the over 6,000 hospitals participating in Medicare to 
have in pl'ace error reduction programs that incI.ude new systems to decrease medication 
errors. This action mirrors contractual requirements planned by the Federal Employees 
Health Benefits Plans and by many private sector purchasers. It also complements the 
v~luntary efforts recently announced by the American Hospital Association. ' ' 

The development of new standards to ensure that pharmaceuticals are packaged and 
marketed in a'manner that promotes patient safety. Within one year, the Food and Drug, 
Administration will develop new standards to help prevent medical errors caused by, 
proprietary drug names and packaging that are easily confused with other those of other 
drugs. The agency will also develop new label standards that highlight common drug-drug 
'interaction problems and other dosage errors related tomedications. It will also implement a 
system that makes it possible to report serious adverse drug events on-line. You are 

, committing $33 million in the FY2001 budget, a 65 percent increase over last year's funding 
level, for medical error and adverse event reporting systems at FDA. ' ' 

Modernized patient safety systems at the Departmentof Veterans Affairs and the 
Department of Defense to improve medication safety. The VA and DOD have been and 
continue to be leaders in the uSe ,of automated and other systems to reduce medical errors. 
Yo!! will announce: 

• Full implementation of VA patientsafoty programs. 

• Launch ofnew DOD patient safety programs. 



Comprehensive plans for a nationwide system of error reporting. Currently, 23 states 
(18 of which require hospital reporting) have reporting systems to track preventable medical 
errors and to help providers take corrective actions. Today you wi11 announce support for a 
nationwide system of error reporting - one that will be state-based and phased in over time. 

, 	 , 

When fully implemented, this system will require mandatory reporting of preventable 
medical errors that cause serious injury,or death, and will encourage voluntary reporting of 
other medical errors and "close calls." Information will be aggregated and made public '. 
(without identifying patients or individual health care professionals) to educate the public 
about the safety oftheir health systems. Both mandatory and voluntary reporting will enable 
providers to target widespread problems and develop the best preventive interventions. The 
Administration will take several actions to promote the importance of developing and using 
medical error reporting systems, including: 

• 	 Launching new research to'help implement mandatory reporting sy,)'tems. 

• 	 Supporting expansion of "peerreview protections" to encourage development OlPOSI

error review pro~sses. 

• 	 -Implementing a required reporting system at the Department ofDefense. 

• 	 Expanding mandatory reporting requirements for all blood banks. ' 

• 	 Implementing a voluntary reporting system nationwide for veterans' hospitals, 

,'. Encouraging.the development ofvoluntary sWterrts and leamingfrom existing systems. 
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Secretary Donna Shaiaia 
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-Bruce Reed 
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Chris Jennings, 

Dan Mendelson 
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Event Participants: 
YOU, 
Secretary Donna Shalala 
Secretary Alexis Herman , 
Barbar~ Blakeney, First Vice President of the ,Anieric an NursesAsso~iation 

IV. ' PRESS PLAN', , 

Open Press. ' 

V. 
" 

S~QUENCE OF EVENTS 

YOU will,be announced onto the 'siage,acco~panied by Secretary Donna Shahila,' 
Secretary Alexis Herman, and Barbara Blakeney. . 

, Secretary Alexis Hermahwill make briefre'mar~sandintrodu~eSecretarY Donna 
Shalala.' . ' 

. , .', , 

SecretaryDonnaShalala will make brief remarks and introduce BarbaraBlakeney ... 
Barbara Blakeneywill make briefremark~and introduce YOU. 
YOUwill make remarks, work a ropdine" and depart. 

VI. REMARKS' 

To be provided by, speechWriting. 

. '~ . 

, " 

, l • 

, . 



QUESTIONS AND ANSWERS ON MEDICAL ERRORS 

Q: Why do you believe the imposition of mandatory reporting and its accompanying 
risk ofdisclosure of confidential information is so critically important to ensuring 
patient safety and improving quality? 

A: We believe that mandatory and voluntary reporting are importaqt elements of a strong 
patient safety I error reduction system. They are not adequate in and of themselves, but 
their use helps ensure that we have the most effective mechanism to achieve results. 
Reporting systems are necessary to evaluate the extent to which there is a problem;, 
whether that problem is being addressed, and whether or not there is a need to alter 
current approaches to achieve desired safety results. 

Q: Do you believe that AHA and AMA's vehement opposition tothe approach you are 
taking dooms the President's initiative to failure? 

A: . First, we don't believe that the AMA or AHA vehemently oppos'es the vast majority of 
the Pr,esident's initiative. While each organization has raised concerns about the 
mandatory reporting component oftoday's announcement, they both have also indicated 
strong support for virtually every other element of the President's initiative. Their 
opposition to the reporting requirement is not surprising, but we believe when they fully 
understand the details and our commitment to working with them to ensure a workable 
transition to a desired error reduction system, they will be a constructive force. Finally, it 
is our strong belief that the comprehensive approach taken by the President, including 
reporting systems, will work towards eliminating the very errors that have increased 
liability concerns.' 

Q: How will you define serious adverse events? 

A: We will be working with consumers, purchasers, providers, health policy experts, and 
other interested parties to help refine this definition, which has also been generally 

. recommended by the 10M. . 

Q: Would you oppose the implementation of your patient safety initiatives without the 
use of mandatory reporting? . . 

A: We believe that each recommendation is intricately related to the others. With this in 
mind, we'd be very hesitant to drop our support for rrioving towards a ma:q.datory system 
unless it becomes clear that doing so would enhance our commitment to patient safety 
and error reduction. As was indicated in the report, if we determine that mandatory 
reporting becomes a detriment to our fundamental goals, we will support altering our 
current position. 



Q: 


Q: 

A: 

Q: 

A: 

Q: 

A: 

Q: 

A: 

How do yo,u respond to charges leveled by the AMA and others that mandatory 
reporting will only force this problem underground? 

Once again, it is important to remember that the President's recommendation does not 
immediately implement a mandatory reporting system. In fact, it explicitly rejects the 
10M recommendations to do so, and instead calls for a phased-in system that would only 
be acceptable if other systematic changes, including meaningful comparable data 
evaluation systems and liability protections, are instituted and are successfully creating an 
environment that encourages reporting. . . 

Are you willing to implement ):mblic disclosure of medical errors in Federal health 
care systems? 

Absolutely. The QulCs recommendations are intended to be applicable to all hospitals
whether they be public or private institutions. The DOD and V A wish to be held to the 
same standards as those being applied to the private sector, and asa consequence, are 
prepared to meet the timetable outlined in the QuIC report. . 

Is there any evidence that mandatory reporting works?· 

Experts in the field widely concur that the use ofmandatory reporting systems can have 
either detrimental or extremely positive impact on patient safety program. There is broad 
based agreement, however, that mandatory and voluntary standardized reporting systems 
combined with appropriate liability protections are an important component of a 
successful patient safety I error reduction system. 

HeFA is proposing to require all hospitals participating in the Medicare program to 
implement error reduction programs. When and how will your regulation be 
released? . 

The Medicare COP regulation is intended to be released this year. It will be developed 
with input from hospitals, consumers, and other interested parties. 

What will be included in your regulation and what will be the penalty for non
compliance? 

We have not made any final determination about what will be included ~n the final 
regulation, although we do believe there will be requirements oriented towards 
elimina~ing medication errors. We will be working with hospitals, consumers, and other 
interested 'parties as we develop this regulation. We believe that hospitals will be able to 
and will comply with any regulation that is developed, as has been the case with virtually 
every modification to the Medicare COP since the program has been in operation. 
Obviously, like any other facility found to be out of compliance with the Medicare COP" 
such hospitals would be given time to come into compliance. Having said this, should 
they not do so, -the final penalty for non-compliance is the loss of Medicare funding. 



,..;;-., . 
Q: Won't this new requirement be very expensive? 

A: We don't think so. Not all patient safety programs require large financial investments. 
Sometimes, error reduction programs can be very simple - as simple as prepackaging 
medications in the exact doses necessary forpatie~t use. There will, be enough flexibility 
in the final regulation to allow hospita1s to design the, types of error reduction programs 

, that are best suited to their hospitals' needs. ' ' 

Q: As the AHA announced in December, over 5,000 hospitals are' already implementing 
patient safety systems that focus on medication errors. ,Why is additional Federal 
action necessary when the private sector is acting on its own?' .• 

A: The new HCF A requirements will build on the foundation laid by the AHA 
announcement. The,new regulation will apply to over 6,000 hospitals and require the 
implementation of patient safety programs that are un.related to the current AHA efforts 
to prevent medication errors. The reason wl;1ywe are pursuing this course of action is 
that, as a large purchaser - like any other purchaser - it isimportant that we define our 
quality priorities for the providers participating in the program. 

Q: 
, , ' 

What is the total Federal investment in medical error reduction in FY 2000? In FY 
2001? 

A: Please defer these questions to Chris Jennings. 
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Don Berwick <DBerwick@IHI.org> 
02/201200010:20:31 PM 

Record Type: Record 

To: Devorah R. Adler/OPD/EOP 

cc: 

Subject: Errors Statement 


Chris.... I have received and read the statement. It is superb. It covers 
most of the important matters, and deals respectfully with what's 
controversial. Here are three minor specific reactions for you to think 
about, or not, as you see fit: 

1. Mandatory reporting of "preventable adverse events" would be very hard 
to make real. The issue is judging preventability. The best way to start 
is to define a series of sentinal adverse events, which individually mayor 
may not be caused by errors, and then assuring sound investigation of the 
nexus of causes. If one asks for mandated reports of certain events without 
prior regard to their relationship to error, it invites less gaming at the 
front end. What should be mandated is reports of the serious adverse events 
per se, not of a "preventable" subset of events. , 

2. In any system of reporting (mandatory or voluntary) the key to learning 
is the analysis, not the report. The analysis process should be quite 
expert and based on narrative more than on statistics. It is in the 
analysis phase (not the collection of reports) that state-based or 
organizational systems are likely to fall short. Your draft makes it 
usefully clear that we need to learn about how to analyze reports to draw 
lessons from them. (The best expert on this point is Dr. Charles Billings 
at Ohio State University. He is the MD who designed the aviation safety 
reporting system, and, if you haven't had a chance to speak directly with 
him, you might find it useful to do so sometime.) 

3. The most valuable use of voluntary reports is probably at the 
organizational level (hospital, health system, HMO), where good detailed 
analyses can yield lots of lessons. Sometimes in your draft you seem to 
imply that voluntary reporting systems might be mainly at large aggregate 
levels -- states, etc. It would be helpful to stress as well that 
hospitals and health systems that care about safety will establish and 
nurture excellent, blame-free local systems for reporting and analyzing 
errors, near misses, hazardous circumstances, etc. As I mentioned on the 
phone, the first indicator of an effective system of this type is that a 
hospital's apparent error rate will increase (by 10 to 20 fold) as it 
becomes aware of latent safety issues that have never surfaced before. That 
should be rewarded. (A good example is the 20-fold increase in reports at 
the Luthger-Midelfort Clinic division of Mayo Clinic in Eau Claire, 
Wisconsin, where committed executive and Board action has led to a 10-fold 
mincrease in reports of latent errors in just a few months, and a resulting 

mailto:DBerwick@IHI.org


superb opportunity for them to make dramatic safety gains. CEO there is Dr. 

William Rupp, and he is truly committed.) 


Thanks. 


--~Don Berwick 
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