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SACRED OBLIGATION: RESTORING
VETERAN TRUST AND PATIENT SAFETY

TUESDAY, MAY 3, 2011

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON VETERANS’ AFFAIRS,
Washington, DC.

The Committee met, pursuant to notice, at 10:34 a.m., in Room
334, Cannon House Office Building, Hon. Jeff Miller [Chairman of
the Committee] presiding.

Present: Representatives Miller, Bilirakis, Roe, Stutzman, John-
son, Runyan, Benishek, Buerkle, Huelskamp, Filner, Reyes,
McNerney, Donnelly, Walz, Barrow, and Carnahan.

Also Present: Representatives Clay, Costello, Luetkemeyer, Ros-
Lehtinen, Shimkus, Turner, and Wilson.

OPENING STATEMENT OF CHAIRMAN MILLER

The CHAIRMAN. This meeting will come to order.

Thank you, everybody, for attending today’s hearing entitled,
“Sacred Obligation: Restoring Veteran Trust and Patient Safety.”

Before we begin, I would like to ask unanimous consent that all
the Members whose names are in front of us be allowed to sit at
the dais. That would be Lacy Clay, Jerry Costello, Blaine
Luetkemeyer, Ileana Ros-Lehtinen, John Shimkus, Mike Turner,
and Frederica Wilson. Without objection, they will be allowed to
participate in today’s hearing.

Mr. FILNER. Hold it. I do not want Ileana.

The CHAIRMAN. Okay. Ileana, you have to leave.

Hearing no objection, thank you all for joining us for this impor-
tant hearing.

We, as a Nation, put our trust in the men and women who serve
in our Armed Forces to protect us and our freedom. And in return,
our servicemembers put their trust in us to provide them with the
highest quality healthcare.

However, incident after incident of serious patient safety viola-
tions in U.S. Department of Veterans Affairs (VA) medical facilities
across the Nation in locations such as Dayton, St. Louis, and
Miami resulting in thousands of veterans across the country receiv-
ing notification of their potential risk for infectious diseases like
the human immunodeficiency virus (HIV) and hepatitis shatters
that very trust that veterans should have in each of us.

After each of these incidents, the VA assured Congress and the
country that it was aggressively addressing patient safety issues
and never again would a veteran’s trust be compromised by lapses
in quality care at a VA medical facility and, yet, each patient safety
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incident has seemingly led the way for the next lessons learned
and the unacceptable and inexcusable revelation that the patient
safety culture in VA is fractured and accountability and leadership
at the helm are lacking.

The time for talk is over. VA has to confront these issues head
on, deepen the obligation to care for the veterans affected by these
incidents, and make the necessary changes within the VA health-
care system to prevent any future incidents that would put veteran
patients at risk.

To that end, at this hearing today, we will address in depth the
efficacy of VA’s patient safety policies and VA leadership’s ability
to provide adequate oversight of its medical facilities.

Further, we are going to explore the development of proactive
strategies for addressing the issues that underlie the lapses we
have seen in patient safety including the need for improvements in
reprocessing of reusable medical equipment, systematic ways for
VA to limit the activities of suspect practitioners, and better and
more consistent risk management and notification processes for
veteran patients when incidents do occur.

It is unconscionable that any one of our veterans should ever be
exposed to infectious diseases because of the care they receive at
a VA medical facility.

I want to assure all of you that this Committee will be tireless
in its oversight to ensure that VA lives up to its creed to provide
only the very best and the very safest care anywhere.

I thank you all for joining us for this ongoing and most impor-
tant discussion.

Before I yield to the Ranking Member, I would like to remind the
witnesses that testimony is due no later than 48 hours in advance
of a Committee or a Subcommittee hearing. I am told that the Dis-
ability Assistance and Memorial Affairs (DAMA) Subcommittee did
not receive VA testimony until late yesterday in preparation for to-
day’s 8:00 a.m. hearing. To me, that is inexcusable.

And in addition, I and other Committee Members submitted a se-
ries of questions 7 weeks ago in relation to VA’s 2012 budget re-
quest, yet no responses have been received.

I would ask those here representing VA to please convey my dis-
appointment about this performance and my expectation that
things will improve in the very near future.

And with that, I yield to the Ranking Member, Mr. Filner, for
an opening statement.

[The prepared statement of Chairman Miller appears on p. 49.]

OPENING STATEMENT OF HON. BOB FILNER

Mr. FILNER. Thank you, Mr. Chairman, and thank you for hold-
ing this hearing.

Obviously we want to gauge VA’s response to several recent inci-
dents that profoundly affect veterans, as you pointed out, due to
the failure of some to follow policies, procedures, and protocols that
have been put in place to prevent such occurrences.

We are going to look at what measures have actually been imple-
mented to ensure that these types of lapses never happen again.
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I have to say, and I think you would certainly agree, Mr. Chair-
man, that we have been here before. You have acknowledged some
of the events, but let me just point out the most recent things.

In December 2008, we were notified of improper reprocessing of
endoscopes, which put thousands of veterans in Murfreesboro and
Mountain Home, Tennessee and Miami, Florida, at possible risk of
hepatitis and HIV.

In February of 2009, another thousand veterans in Augusta,
Georgia, received notifications that they were at risk for hepatitis
and HIV because of improper processing of ear, nose, and throat
endoscopes.

In July 2010, this Committee held a field hearing in St. Louis,
Missouri, which you attended, Mr. Chairman, along with many of
our colleagues here today after we had learned of lapses in protocol
with the cleaning of dental equipment, which put at risk 1,800 vet-
erans.

The most recent notification, the egregious incidents in Dayton,
Ohio, affected over 500 veterans and involved a whole host of prob-
lems.

The findings beg the questions of proper accountability, effective
oversight, and enforcement of clear policies and procedures.

Policies and procedures that are sometimes not followed or,
worse, get completely ignored are the issue. I would like to know
where is the strong leadership and effective communication that is
critical when you are entrusted with the care and well-being of our
Nation’s veterans.

Let me point to another big concern as a result of these incidents
and that is the absolute need for effective communication within
management ranks and below and also between management and
the Congress.

I am sure that the Secretary of Veterans Affairs agrees with me
on this.

Clearly, VA has had issues with ensuring the sterility of reusable
medical equipment in the past and now other patient safety issues
have come to light as evidenced in the continuing problem of vet-
erans being vulnerable to infectious diseases due to the problematic
yet prevalent issue of lack of following sound agency guidelines and
policies concerning patient safety.

In addition to what has been looked at over the past 3 years, I
am strongly dedicated to the need for ensuring that we do every-
thing possible so we do not trouble our veterans again.

As we are all well aware, VA has a higher commitment and a
moral compact to provide the utmost level of care possible. It is this
Committee’s responsibility to ensure that VA has the proper re-
sources to fulfill that mission.

Of course, we want to acknowledge and recognize the VA’s excel-
lent healthcare services overall and the dedication of the vast ma-
jority of its staff. The work that you have done so far to try to miti-
gate the issues that we will be discussing today is to be com-
mended.

I would like to pretend that I am looking forward to today’s hear-
ing, but I am not. These are not easy questions. And, frankly, Mr.
Chairman, the issues go beyond just the incidents themselves.
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They go to the communication within the VA. It took a long time
for the right people to know what was going on in each of these
incidents. It goes to the communication with our VA patients.
Sending a letter that basically says you may have HIV is not the
way to deal with these issues.

There is no case management. There is no way for the veteran
to really talk about what is happening, what the probability of in-
fection is, how to get immediate help, blood tests and everything
else. A phone call going out or a letter going out to 1,500 people
or 1,800 people without further explanation, without a 24-hour hot-
line to call?

As far as I know, on some of these incidents, neither the Sec-
retary, nor this Committee, was ever notified for days or weeks of
the incident. We people at the VA trying to figure out how to cover
it up or try to stifle the whole thing rather than allowing the most
information possible? It seems to me that the culture of secrecy,
the culture of covering up is too prevalent here.

Mistakes are made in every institution and they will be made in
the VA. But we have to acknowledge and deal with them, get the
information out as quickly as possible and honestly figure out what
happened.

As far as I know, and maybe the panel can correct me, with all
these incidents, we have never been told, Mr. Chairman, of any
personnel changes as a result. The only way to send a message to
an organization that we take these things seriously is by firing or
whatever.

I know you have all kinds of guidelines for this to protect em-
ployee rights and information, but there has to be a way, even with
the issues of the employee rights, to understand there is account-
ability here.

I do not know of anybody who has ever been fired. I do not know
of anybody who has ever been let go. I do not know of anybody who
has been specifically reprimanded, punished, or dealt with when
they put the safety of these veterans in jeopardy.

I think there probably have been, but we have never been told
that. You tell us that personnel changes have been made. That is
not enough. That is not enough. That is not enough to assure us
and then that is not enough to assure the public. That is not
enough to make sure that the good employees at the VA know that
if someone makes a mistake, they are going to be dealt with.

I think we have to find a new way to handle this, Mr. Chairman.
Not just the procedures and sterilizations, but how are you going
to deal with accountability in a public institution when employees
do have rights, but the public accountability is paramount?

We have to understand that and deal with it in a new way.

I thank the Chairman.

[The prepared statement of Congressman Filner appears on p. 50.]

The CHAIRMAN. I thank the Ranking Member for his opening
statement.

And as usual with this Committee, we ask that all Members hold
their statements so that we can get to the witnesses, but each
Member will be allowed to enter their statement into the record
without objection for printing purposes.



5

And I would like to welcome the first panel to the table this
morning, Dr. Robert Petzel, who is VA’s Under Secretary for
Health; Dr. John Daigh, Assistant Inspector General for Health-
care Inspections at the VA Office of Inspector General (OIG); and
Mr. Randall Williamson, Director of the Healthcare team at the
U.S. Government Accountability Office (GAO).

Gentlemen, thank you very much for joining us here this morn-
ing.

And, Dr. Petzel, you may proceed.

STATEMENTS OF HON. ROBERT A. PETZEL, M.D., UNDER SEC-
RETARY FOR HEALTH, VETERANS HEALTH ADMINISTRA-
TION, U.S. DEPARTMENT OF VETERANS AFFAIRS; JOHN D.
DAIGH, JR., M.D., ASSISTANT INSPECTOR GENERAL FOR
HEALTHCARE INSPECTIONS, OFFICE OF INSPECTOR GEN-
ERAL, U.S. DEPARTMENT OF VETERANS AFFAIRS; AND RAN-
DALL B. WILLIAMSON, DIRECTOR, HEALTH CARE, U.S. GOV-
ERNMENT ACCOUNTABILITY OFFICE

STATEMENT OF HON. ROBERT A. PETZEL, M.D.

Dr. PETZEL. Chairman Miller, Ranking Member Filner, and other
Members of the Committee, thank you for the opportunity to dis-
cuss the Department of Veterans Affairs’ patient safety policies and
strategies to build trust and ensure the safe and compassionate
care of this Nation’s veterans.

I am accompanied today in the first row by Dr. Robert Jesse, the
Principal Deputy Under Secretary for Health; Mr. William
Schoenhard, Deputy Under Secretary for Health, Operations, and
Management; Dr. George Arana, Acting Assistant Deputy Under
Secretary for Health for Clinical Operations; and Dr. Andrea Buck,
Acting Chief Medical Officer.

I have submitted the written testimony and ask that it be en-
tered into the record.

First and foremost, I want to apologize on behalf of the Depart-
ment of Veterans Affairs to those veterans who have been affected
by these lapses in patient safety practices at any of our facilities.

The primary commitment of every VA employee is the well-being
of our veteran patients. When a lapse in patient safety practices oc-
curs, we believe that we must be open and transparent with regard
to our mistakes and any necessary actions that need to be taken.

We carefully consider the effects of any disclosure, but our prac-
tice is to provide more information to our veterans in an abundance
of caution even if the risk is very, very low.

We believe we provide excellent healthcare overall. Despite car-
ing for patients that are on average sicker, older, less affluent than
the general population, VA’s performance exceeds the best U.S.
healthcare systems.

We are very open with our information. We report more quality
data about our programs online than any other healthcare system
in this country.

Our written statement provides an overview of our quality and
safety programs, our practices for standardization, of reprocessing,
and our credentialing and privileging practices and finally our risk
management and notification for patients’ procedures.
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Right now I would like to make three points. First, we are fo-
cused on continuous improvement to all of our programs. We pub-
lish an annual report on each facility’s quality and safety perform-
ance online and we are providing data to the U.S. Department of
Health and Human Services’ (HHS) Web site so that veterans can
compare the care that is delivered in their facilities with the care
that is delivered in the private practice.

We conduct detailed investigations of not only adverse events but
of close calls because even if a veteran was not harmed in a par-
ticular situation, we never want to put that patient at risk for that
particular problem again.

We subject our facilities to dozens, dozens of reviews annually.
Our facilities are subjected to inspections by the Joint Commission,
the Commission on Accreditation of Rehabilitation Facilities, the
Inspector General, the Medical Inspector, the GAO, and a number
of other external and internal quality and safety reviews.

We not only appreciate this oversight, we welcome it. It is
through these internal and external assessments that we can de-
tect problems, identify best practices, and change the way we do
our business. No matter what the outcomes, these reviews do im-
prove the care that we deliver to our veteran patients.

Secondly, we have made significant progress in standardizing,
sterilizing, and processing reusable medical equipment across the
country. Several of the incidents that are being discussed today
were the result of improper reprocessing of reusable medical equip-
ment. This is one area we are looking at for even further enhance-
ments.

We standardized the purchase of reusable medical equipment
and we are using leases to ensure that the latest and best equip-
ment is available so that we go from 40 different brands of colono-
scope at a medical center to less than 10 brands of colonoscope at
that medical center to simplify the process of re-sterilizing that
equipment.

We have created an Office of Clinical Consultation and Compli-
ance that is implementing better tracking and documentation con-
trol measures over our reusable medical equipment.

And we are subjecting our programs to the requirements of a
program called ISO-9001. This is an industrialized, standardized
process for quality control. And we are collaborating with the lead-
ers in this field to improve our training, accountability, and prac-
tices in our Supply, Processing and Distributions (SPDs).

We are looking to work with the private sector to automate our
practices to reduce the potential for human error, and four levels
of review of our SPD programs are conducted. The facility does re-
views. The network or Veterans Integrated Services Networks
(VISN) does reviews. There are national reviews and we have ex-
ternal entities that review our SPD processes on an annual basis.

Finally, we have a careful assessment process to determine when
we should disclose an event to veterans. We convene a fact-finding
board to discuss the event and a clinical review board to determine
if disclosure should occur. This rigorous process has been recog-
nized by The New England Journal of Medicine as a best practice
and a model for the rest of the country.
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These boards are comprised of subject matter experts from a
range of disciplines to determine who should be notified and how
we best should do that.

In conclusion, our mission is to serve the Nation’s veterans by
providing them the best healthcare anywhere. We take this respon-
sibility very seriously. And we appreciate the opportunity to dis-
cuss these programs that we have in place to deliver on this prom-
ise.

Thank you for inviting us to testify here, and my colleagues and
I look forward to your questions.

[The prepared statement of Dr. Petzel appears on p. 52.]

The CHAIRMAN. Thank you, Dr. Petzel.

Dr. Daigh.

STATEMENT OF JOHN D. DAIGH, JR., M.D.

Dr. DAIGH. Good morning, Mr. Chairman, Ranking Member,
Members of the Committee. It is a privilege to discuss the pub-
lished work of the Office of Inspector General as it relates to the
patient safety issues under discussion today.

I believe that based on the body of work that we have done over
the last several years, the VA does, in fact, provide high-quality
medical care to veterans. Nevertheless we are here today to discuss
failures by VA to provide properly reprocessed, reusable medical
equipment at the point of care, delivery thus resulting in the notifi-
cation to thousands of veterans that they are at risk of becoming
infected with blood-borne pathogens.

My conclusion is that these instances result from two problems.
One is the inability of selected facilities to follow established guide-
lines and directives with a zero defects culture, that is to do their
job correctly every day and every time.

The second problem that I see from these issues is instances of
leadership failure where compromises were made to acceptable in-
fection control standards that placed veterans at risk.

I recommend the VA consider changes to their current policies
and procedures and offer a few suggestions.

One, the hospital leaders must have unfettered input from their
employees, particularly those employees who I would call techni-
cians. They run the lab. They operate the ultrasound machines.
They provide and support a great deal of the care that is provided
throughout the hospital.

The nurses have a direct line of flow of data to the hospital lead-
ership. The providers have a direct line of flow of unfettered data.
I think it is imperative that the hospital director reach out and
speak directly with the technicians to ensure that the data is con-
gruent, that they are hearing about what is going on in their hos-
pital.

The second, I think VA should consider position rotations or
forced vacations as a management tool in selected circumstances.
Where senior hospital leadership is viewed as unresponsive to em-
ployee concerns, the quality of medical care may be placed at risk.

The third, I believe VA has, in fact, an excellent adverse event
disclosure policy that is, in fact, the national standard. However,
I think in light of recent events, I think it is time to have a broader
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discussion of the risk management policies and the communication
policies that entail this adverse event disclosure issue.

And, fourth, I think senior hospital officials must very carefully
examine those instances in which a provider has privileges at the
hospital that are less than expected for that provider’s position or
recent history. A limitation of procedures alone may not provide
the margin of safety anticipated by the credentialing and privi-
leging Committees.

I thank you for this opportunity to testify today and will do my
best to answer your questions.

[The prepared statement of Dr. Daigh appears on p. 58.]

The CHAIRMAN. Thank you, Dr. Daigh.

Mr. Williamson.

STATEMENT OF RANDALL B. WILLIAMSON

Mr. WILLIAMSON. Good morning, Members of the Committee.

The CHAIRMAN. You might check your microphone really quickly.

Mr. WILLIAMSON. I am sorry. I am pleased to be here today to
discuss our report issued this morning that addresses VA policies
and oversight governing the cleaning and disinfecting of reusable
medical equipment, which I will refer to as RME.

Lapses by some medical centers in cleaning such equipment,
which includes dental instruments, endoscopes, and surgical instru-
ments have recently come to light. Such lapses have put thousands
of veterans receiving care at these medical centers at risk to expo-
sure of HIV, hepatitis, and other infectious diseases.

In my testimony today, I will describe our findings in two areas.
First, I will address deficiencies in VA policy requirements for
training its medical center staff to properly clean and disinfect
RME. And, second, I will discuss needed improvements in VA’s
oversight of medical center staff to ensure that they comply with
these policy requirements.

Regarding the first area, we visited a cross-section of six VA
medical centers across the Nation and found some disturbing defi-
ciencies with respect to VA requirements for devicespecific training
for cleaning and disinfecting RME. These deficiencies indicate sys-
temic problems that need to be corrected at the national level.

Two issues came to light here. For one, almost all medical center
officials we talked with said that VA guidance was unclear as to
which types of RME required devicespecific training to ensure
proper cleaning techniques. This resulted in devicespecific training
not being developed at all six medical centers we visited for some
critical RME such as surgical instruments.

At one medical center, for example, officials told us they had de-
veloped devicespecific training for non-critical RME such as wheel-
chairs, but they have not completed training for more critical RME.

Another training issue involved conflicting guidance that was
provided to medical care staff about developing training on how to
clean RME.

Officials in three medical centers, for example, told us that cer-
tain headquarters’ or VISN officials had told them to develop
devicespecific training for RME that closely matched manufacturer
guidelines.



9

Later other headquarters’ and VISN officials told them to write
reprocessing instructions in a way that could be readily under-
ic,tandable rather than strictly following the manufacturer guide-
ines.

This led to multiple rewrites of training instructions by medical
center staff, which are both time consuming and a waste of re-
sources and could lead to preparation of insufficient training in-
structions for cleaning RME at some medical centers.

Headquarters’ officials told us they are aware of these defi-
ciencies and have begun efforts to remedy them. For example, VA
officials said they have recently gained access to a commercial
database of standardized devicespecific training developed by man-
ufacturers for over a thousand pieces of RME and have made this
database available to medical centers.

For RME where manufacturers have not developed devicespecific
training, VA officials said they plan to develop this training and
provide standardized instructions to its medical centers. But at the
time of our review, VA had not yet done this and had no firm plans
or time table for completing this task.

With respect to RME oversight, VA has recently initiated efforts
to improve its oversight of medical centers with respect to com-
plying with RME reprocessing requirements. These efforts include
increasing the frequency of unannounced site inspections to med-
ical centers, requiring VISNs to use standardized assessment tools,
and requiring the results of RME inspections at medical centers to
be reported to headquarters.

Despite these changes, improvements in VA oversight are still
needed. Most notably, while VA now requires that all RME inspec-
tion results from its medical centers and VISNs be submitted to
headquarters, VA does not systematically analyze this information
across its medical centers. Such analysis are important to assess
the extent and risk of noncompliance with RME reprocessing re-
quirements across its medical centers and to determine whether
identified noncompliance cases have been addressed.

VA headquarters’ officials said they planned to address oversight
weaknesses we identified including analyzing information to iden-
tify noncompliance with RME requirements across its medical cen-
ters. However, completing these changes is contingent on imple-
mentation of the VA organizational realignment in this area which
was still ongoing earlier this month.

In summary, while VA has taken some steps to strengthen both
its methods for reprocessing RME and its oversight over this proc-
ess, much remains to be done. Until VA’s improvement efforts in
this area are completed, veterans may continue to be at risk to
RME related infectious diseases.

Thank you, Mr. Chairman.

[The prepared statement of Mr. Williamson appears on p. 62.]

The CHAIRMAN. Thank you for your testimony.

And we will start a round of questioning. As our usual course,
Committee Members will go first and then we will have a round
for the non-Committee Members as well.

But on my time, and I will adhere to the 5-minute clock as well,
Dr. Petzel, would you like to respond to Mr. Williamson and his
presentation regarding their report?
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Dr. PETZEL. Thank you, Mr. Chairman. I would.

We appreciate both the GAO and the OIG inspecting our reus-
able medical equipment processes as well as the other things they
do because, as I said in my oral testimony earlier, we do learn. And
we have concurred in the recommendations that the GAO specifi-
cally made.

I want to point out a couple of things. Number one is that we
do now have a standardized database that covers the majority, the
vast majority, in fact, of the processes, the standard operating pro-
cedures for processing reusable medical equipment. And that
means we do have across the country standardized operating proce-
dures for cleaning. In those areas where the commercial database
does not cover, we have developed those ourselves.

And contrary to what Mr. Williamson said, we do not tolerate
people writing their own procedures. We have a standard for clean-
ing whatever that piece of equipment is across the country. It may
not have been completely in place at the time they did their inspec-
tion, but it is now and it is our practice around the country.

The CHAIRMAN [continuing]. If I could

Dr. PETZEL. Two

The CHAIRMAN. If I could, on number one, you said in place for
most of, but the implication is not all?

Dr. PETZEL. Well, what I said was that the commercial database
that we bought does not cover absolutely everything. And we have
developed or we have in place processes for those things not cov-
ered, which are relatively few, not covered by this database that
we

T&le CHAIRMAN. Give me an example of what would not be cov-
ered.

Dr. PETZEL. There might be some small surgical instruments.

The CHAIRMAN. Does that mean you wrote them or

Dr. PETZEL. That means the manufacturer has them, they are
not in the database, and we use the manufacturer’s information.

The CHAIRMAN. So you do have everything covered, but some is
not in that database that you purchased?

Dr. PETZEL. That is correct.

The CHAIRMAN. Okay. And number two?

Dr. PETZEL. And number two is that the training that was de-
scribed in the GAO report is, in fact, in place and has been done
in the vast majority of our places. We have begun a process of cer-
tification for all of our technicians. We have developed an institute
or an academy of SPD where we bring people specifically down to
go through the training process.

We require that every SPD document the fact that their people,
their technicians have been trained on the instruments that they
are responsible for reprocessing.

And I believe that the last look that the OIG made at how well
we have done with that training indicated that we were close to
but not yet perfect in terms of the number of people that were
trained. In other words, there were some instances where they
found no evidence of the training, not that the training had not
been done, but no evidence.

So that is number two is that we have indeed set up a process
for ensuring that our people are properly trained.
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And then the last item that I wanted to discuss in the GAO re-
port is the Central Office oversight, again a point that we agreed
with, that we need to have in place the mechanisms that allow us
to be assured and are able to assure our patients and you all that
we are periodically looking at the SPD and how it is functioning
and assuring ourselves, you all, and the public that indeed those
things that we say need to be done are being done, the training,
the following standard operating procedures, et cetera.

As I mentioned in my oral testimony, there are four levels of
oversight that occur in the SPD. There is a local requirement for
oversight. We changed the reporting structure in SPD to a clinical
person, the nurse executive in the executive quadrant.

We require that the networks periodically, three times a year, in-
spect the SPD using a standardized assessment tool which I think
most people would agree is probably a benchmark standard within
the industry. Then we from Central Office do our regular periodic
inspections of the SPD for both infection control processes and re-
processing.

And then finally, as mentioned, there are a number of outside or-
ganizations that periodically look. The OIG does their combined as-
sessment programs that include looking at the SPD and that is
done every 3 years. The Joint Commission looks at SPD. The med-
ical inspector periodically looks at SPD. We have an internal Sys-
tematic Ongoing Assessment and Review Strategy (SOARS) process
that looks at SPD.

So there are at least nine levels of oversight of SPD right now.

The CHAIRMAN. I think in your opening statement you talked
about four levels of oversight.

I think the GAO talked about inability to follow guidelines and
need for unfettered input from employees. They found disturbing
deficiency and systematic problems. You said you have begun a
process of certification.

If you do all of those things and your managers do not follow the
rules, what do you do?

Dr. PETZEL. We would discipline them.

The CHAIRMAN. Have you?

Dr. PETZEL. We have.

The CHAIRMAN. Have you fired anybody?

Dr. PETZEL. We have proposed removal in a number of instances
and almost invariably the individual has resigned or retired as a
result of the proposed removal.

The CHAIRMAN. Can you give us a number of individuals that
you proposed removal of?

Dr. PETZEL. There are, I believe, three physician or dental level
people that that has occurred with, several chiefs of SPD where
that has happened. We have also reprimanded individuals, suspen-
sions, and letters of counseling.

The CHAIRMAN. One of the dentists was in his eighties; is that
correct?

Dr. PETZEL. Close, yes.

The CHAIRMAN. Mr. Filner.

Mr. FILNER. Dr. Petzel, you are here as a representative of the
VA. We have gone through this before, sir. It seems to me your job
here should have been, and we have Members of Congress from all
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the districts that have been affected, was to begin to restore some
trust and confidence in your institution.

I hate to take a poll. If I did, if I asked how many people now
have confidence that everything is fine in your VA hospital, I doubt
if anybody would raise their hand. You said everything was fine.
It is not true, simply not true.

You talk about transparent procedures and New England Jour-
nals, best practices, and, yet, every time something happens, we
have a disaster.

We do not have a way of communicating. We do not have a way
of dealing with the personal concerns. We do not have any knowl-
edge that anybody has been reprimanded.

Now you tell us that you have reprimanded three employees. We
have been going over this for years and now hear these results.
Still, you have never told this Committee those figures before, as
far as I know.

But, Dr. Petzel, we have gone through this before. We have
raised concerns in our opening statement. You read your opening
statement as if we never said anything. So you never addressed
issues of accountability. You never addressed issues of communica-
tion, whether within your agency, the veterans or with this Com-
mittee.

I have gone through the timelines with almost every one of these
Members here and their hospitals. You say panels get together to
decide should we disclose, what should we disclose, who should
we—it looks to many of us like they get together to decide what
do we keep secret from our—you keep shaking your head no.

Why did it take 8 weeks at St. Louis where Mr. Carnahan will
raise the issues for that panel to decide to tell people that almost
2,000 people were infected, possibly infected with HIV? It took 2
months before you guys decided that.

The Secretary was not notified, as far as I know, in his words
to me during that whole period of time. It sounds like you are sit-
ting there deciding “what is the minimal amount of information
that we can give out so people do not get upset with us” rather
than the maximum.

That first day, I would have had the Secretary have a press con-
ference and explain the possibility of X hundred or X thousand of
people being exposed. We are going to get to you right away. We
want to make sure you know this is happening and put pressure
on yourselves to become public because, otherwise, there is no pres-
sure for you to do anything.

We did not know anything. The Secretary did not know anything.
I do not know if you knew anything because these guys are basi-
cally meeting to determine how to keep this secret for as long as
possible and maybe we do not have to disclose at all because your
question was, should we disclose, not how to do it.

As I said, your whole disclosure process is as if everybody knows
all your acronyms and your initials for everything and all these
SPDs and RMEs as if the patients know what is going on.

They get a letter. I have seen these letters. It says basically, it
is not this bad, but you may have HIV. They get a letter. It may
have even gone to a wrong address.
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For 1,500 people, as I said to you earlier at a hearing, you should
have had 1,500 of your 250,000 employees, assigned to somebody
to call them, go visit them, find out when they can come back,
when they can get their blood test. Treat them as if they may have
HIV, and they are scared to death that they are going to die. In-
stead, you send them a letter.

There is no one necessarily there to answer a phone call when
they call back because you do not have people working this like
case managers. One person to every five people is not enough, I
think you should do one on one.

What you described as this open, transparent process does not
come through. And every one of these people has constituents
which I bet can confirm what I just said. Even if it is only the per-
ception and not reality, that is just as bad. You were not very per-
sonal in your notification. You were not very clear about what it
is that they might have. You did not followup in a way that was
very quick. And then, we do not know anything about account-
ability. We know nothing from basically what you said today.

You have to develop a new system. We just killed Osama Bin
Laden and they notified eight Members of Congress and the Com-
mittees were notified and, they kept that confidential. Maybe you
should notify the Chair and Ranking Member of the Veterans Com-
mittees about what you are doing in terms of your personnel.

But there is no sense that you have done anything. Nobody in
Dayton, nobody in St. Louis, nobody in Miami, nobody in Tennessee
knows anything about that accountability. And I doubt anybody in
the system knows about it, so they do not think there is any ac-
countability.

So I wish you would address these issues. We have gone over
them for several years. You and I have gone over these exact issues
several times at hearings and then you do the exact same thing.
You give me a prepared statement that everything is fine. You
move the discussion into these arcane things about SPDs and
RMEs and you neglect the basic issues of communication and ac-
countability that are at the heart of the confidence that our people
have in your system.

You may comment in any way you want.

Dr. PETZEL. Thank you, Mr. Filner.

What I want to do is first talk about our notification process. The
process by which we determine who ought to be notified or who
might be at risk, as I said before, is an industry standard. I will
stand by that process. Under any circumstance, it takes some time,
but it is transparent and it is weighted heavily in the favor of:

Mr. FILNER. Nobody knew about St. Louis for 8 weeks, 8 weeks.

Dr. PETZEL. Sir

Mr. FILNER. If that is the industry standard, you should not—we
should not be following the industry standard.

Dr. PETZEL. Sir, I am not talking about the communication. I am
talking about the process that we go through. It is very thorough
and it is weighted on the side of being abundantly cautious to be
sure that we take into account every possible risk.

The process by which we disclose to patients involves letters,
phone calls, and case managers, particularly in the instance of St.
Louis. Every single individual that was affected was called. They
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were offered a case manager. There was a case manager involved.
In fact, in some instances, the leadership of the medical center.

(Ilwill admit that we have learned iteratively since the first epi-
sode

Mr. FILNER. But, sir, that conflicts exactly with what you said to
me at St. Louis. The Chairman was there. Mr. Carnahan was there
and Mr. Clay was there. Mr. Shimkus was there. You never men-
tioned the word case manager. You never mentioned that they
were called.

Is that right?

Dr. PETZEL. No.

Mr. FILNER. I mean, we went through this discussion with you.
This is the first word I ever heard of a case manager because I said
to you, why don’t you have case managers. You said, yes, we will
look at that.

We are both going to review your testimony in St. Louis because
it is contrary to what you just said now.

Dr. PETZEL. Again, we have learned iteratively about the process
of notifying people and early in this with the first episodes that we
had in Miami and Augusta, I do not think we did a good job to be
very candid with you.

But with the next several episodes, I think we have done a better
job of sending letters, calling people, and giving a hotline number
to call and making people available to them to answer their ques-
tions about what happened.

And, again, after reviewing what is done across the Nation, I
would stand by the process that we have right now as being an ex-
cellent way of notifying people when there has been potential expo-
sure.

Mr. FIiLNER. I hope all of our non-Committee Members who are
here will speak to those issues from the way you saw them or your
constituents told you. I hope so.

Thank you.

The CHAIRMAN. Dr. Roe.

Mr. ROE. Thank you, Mr. Chairman.

And not too many questions, but having served as chief of staff
of a hospital and a hospital board chairman, you are responsible
and you feel that responsibility for the care that is given by your
institution.

And I have noticed a couple of things here that bother me a little
bit for the last couple of years is that when you talk about the in-
struments, SPDs where the instruments are cleaned, it really gets
down to one or two or three people in any hospital that are doing
this. It is not a whole big system. It is people doing it.

And those people probably think they are doing the job right, but
if they have not been trained to do it properly, they are going to
continue to do it wrong.

I can assure you that in the private sector, had this occurred like
this just did and a medical/legal case had resulted out of it, you
just get your pencil out and start writing commas and zeros. I can
tell you can get the checkbook out because this private system
would not tolerate this.

I can tell you right now when you have this no matter if it is
the SPD that does it, I know who is captain of the ship and I know
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who is going to be responsible for that error that has occurred. And
there have been numerous errors here.

One of the things that we have to sell in medicine is trust. Our
patients need to trust us. They need to trust the VA that that is
where the quality of care and transparency. Mr. Filner is abso-
lutely 100 percent correct. I can assure you that when I had a prob-
lem go wrong in my shop when I practiced medicine, not the clerk
that answered the phone made the call to the patient, I made the
call to the patient. I called them up. I explained to them. I had
them come in and tell them what was going on.

And I can tell you in a large institution with multiple people, I
would have had the highest level people contacting someone when
they think they have HIV or a potential life-threatening condition.

Now, because these instruments were cleaned in a certain way
does not mean that it gave the patient that. We do not know what
the incident was to start with. I mean, we do not know, in these
patients, we do not know, but they do not know either.

So I think Mr. Filner is absolutely dead on right. And it is not
the crime. It is the cover-up or even perceived cover-up. I mean, no-
body is trying to hide. I do not think you are trying to hide any-
thing. I know that. In my gut, I know that.

But you have a huge system and you have to put systems in
place where people are trained and to where their training is eval-
uated so that those things do not occur. And I do not have the feel-
ing yet that that has been done. Maybe it has been. Maybe you can
make me feel better. But from what I hear from Mr. Williamson,
he did not see it that way.

Comment.

Dr. PETZEL. Dr. Roe, I believe the training is in place. I do be-
lieve the policies are in place to do this.

The CHAIRMAN. Doctor, could you hit your microphone? Thank
you, sir.

Dr. PETZEL. I do believe it is up to our oversight processes to as-
sure us, assure you, and assure the veteran population that, in
fact, those things are being done.

We have learned a lot from these episodes going back to 2008.
And I think we are a better system because of it and I think we
do have the best, if you will, in terms of reprocessing an SPD that
is available in this country right now.

Mr. ROE. One of the things that we had in our medical/legal
training in Tennessee was we had the airline people come to us
and go over their procedures, which are absolutely textbook. Now,
when you take a plane off and you will almost find out every time
it is a pilot error.

And what you will find out here without oversight, it will be an
individual person making an error as in the dentist example you
gave. But that was not dealt with. That is the other problem is
that when you see that problem, it has to be dealt with.

And I have done that. It is not fun to go in to talk to somebody
who is a 30-year member of your shop and say you are not per-
forming at the level we accept. That is not easy. I have done that.
That is very hard to do.

And I do not get the feeling that that was handled very well
when this problem apparently was identified for years and never
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dealt with. So again, you have to have those procedures in place
and then you have to follow those procedures and they have to be
lock step. If you do not, you will have these errors.

And I think the other thing you are doing is it is much simpler
when you have the same equipment all the time. And you have
multiple kinds of equipment and doctors are terrible about that.
We have our little toy we like to play with. But we can play with
any toy if we learn how to do it. The fewer toys you have, the easi-
er it is to not make those errors.

Dr. PETZEL. I absolutely agree with that last comment. We are
frantically standardizing our reusable medical equipment. We just
signed two lease contracts for colonoscopes and endoscopes. There
are only two manufacturers. The fact that they are leases means
that we will be able to turn over the latest model.

What has happened in the past is that they will buy some new
endoscopes, but they will keep the old endoscopes as well. So you
have maybe 7 or 8 years worth of models all of which have dif-
ferent instructions about how to clean, et cetera. This is going to
allow us to have only the most up-to-date models and many, many
fewer instruments that we have to learn the procedures for clean-
ing. I think that is an excellent point.

Mr. RoOE. Thank you.

I yield back, Mr. Chairman.

The CHAIRMAN. Mr. Walz.

Mr. WALZ. Thank you, Mr. Chairman.

And thanks to all of our witnesses for being here.

And I, like Dr. Roe, was at that hearing a few years ago on the
endoscopes. And I do appreciate some folks brought several into my
office and taught me how to do it because my goal was to see ex-
actly what the procedure here was.

And I want to be very clear. Everybody in this room, the care of
our veterans is the number one concern. And I absolutely have no
doubt of that. It is a zero sum game. One injured veteran is one
too many.

But I want to bring up, Mr. Williamson, to you, and I was look-
ing at a recent New England Journal of Medicine report, let us be
very clear here that this is not a problem associated with only the

How do the private hospitals report this? When I hear numbers
of 98,000 deaths, 1.5 million injuries per year in the private sector
and I was. Dr. Roe, I am going to have to get with you on that.
I almost thought I heard you saying that the threat of the legal ac-
tion kept people doing better things, but I will clarify that with
you.

But the idea on this is how much, how prevalent, can you make
any comparison to—is this systemic with the leadership in the VA
or how things are done or is this is a broader problem, which I
would argue representing places like the Mayo Clinic and VA facili-
ties that it is systemic across the board in medical delivery.

Mr. WiLLIAMSON. Well, Mr. Walz, you may be right about the
breadth of it, but we basically concentrated on VA. We did not ex-
amine any private-sector data in this regard.

Mr. WALZ. So we do not have the ability then to—we were using
best practices there, but the argument I would make is are we ab-
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solutely certain, and do not get me wrong, one is too many, but are
we absolutely certain the practices being applied in the VA are
worse than the private sector even though our goal is to have the
best care?

Dr. Petzel, can you

Dr. PETZEL. Congressman Walz, thank you. I can make just a
couple of comments.

The New England Journal of Medicine article that I was describ-
ing before that cites us as being the best, the best example of how
to assess risk and how to contact patients also cites 18 other exam-
ples of potential exposure across the country ranging from 40,000
people in one instance to just a couple in another. It is a prevalent
problem across the country.

I believe, and we have had some confirmation of this from other
people, that we are doing an excellent job of trying to achieve the
Six Sigma performance in our SPD.

The ISO-9001 that I spoke about before is an industrialization
of the whole process. Very few other people are doing that in their
SPDs. The inspections that we go through are not done in many
other parts of the country.

So I think that, I mean, I do not want to compare us to the pri-
vate sector completely, but I think we are doing a good job, not a
perfect job. As has been pointed out by a number of people, we
have to do better and we will continuously improve this. But I
think we are on the right path.

Mr. WALZ. So the Six Sigma process is translating. Are we focus-
ing on the one/one-thousandths in here because I said even if that
is what it is, we are going to focus on that, the care for our vet-
erans? Is that what is happening?

Dr. PETZEL. That is the kind of performance that we are trying
to emulate, correct.

Mr. WaLz. That is right.

Mr. WILLIAMSON. I would add, too, though, that we looked at VA
policies and what VA requires and the standard of excellence that
they require of their people you can compare VA to the private sec-
tor, and I really do not know what is going on there, but you really
need to compare it against the standard of excellence that VA set
for itself. And it was not doing the job.

Mr. WALz. Yeah. Good point.

And I think that, Dr. Petzel, you agree with that, too, because
I think the question and the frustration coming from my colleagues
is that whether it be communication or very disturbing to me with
the dental incident of someone actually passing on information of
poor practices, less than best practices and, yet, the appearance
was not anything done about it.

I think that frustration that the Chairman experienced asking,
well, did you remove these people because there are barriers to
doing that? I want to be very clear on that. Are our managers given
the freedom to be able to make changes in due process with basic
principles, but are they able to do that?

Dr. PETZEL. They are. The Civil Service rules are complex and
complicated, but if you follow the right processes and procedures,
it is possible to do that.
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I want to just make a comment about Dayton and the dental that
has come up a couple of different times. And I want to be perfectly
clear. That was a failure of leadership. That was a failure of lead-
ership within the dental clinic.

The people that worked with this individual knew that this was
not appropriate. The technicians knew that it was not appropriate.
The chief of dentistry knew that that was not appropriate. And for
a long period of time, none of these people took the kind of action
that they needed to take. And unquestionably that is a failure of
leadership.

Mr. WaLz. 1 appreciate that. I appreciate all your work. And as
I said, I am, of course, your biggest supporter, but I will also be
your harshest critic until we get this down to the best anywhere.
So I appreciate that.

And I yield back.

The CHAIRMAN. Mr. Johnson.

Mr. JOHNSON. Thank you, Mr. Chairman.

You know, as a former Air Force officer myself and as a veteran,
I am very concerned about what I am hearing here. You mentioned
several things. I heard earlier in your testimony or in response to
one of the questions, you indicated that none of the technicians
were permitted to write their own instructions, that there are
standards to follow.

I think you also expressed confidence in your oversight processes
to catch these things. And just now to my colleague’s questions, you
talked about how everyone in Dayton knew that this was going on
and that it was a failure of leadership.

Which leadership are you referring to? Where is the failure?

Dr. PETZEL. I did not refer to everyone in Dayton knew this was
going on. I referred to everybody in the dental clinic

Mr. JOHNSON. Right. Okay.

Dr. PETZEL [continuing]. Knew this was going on. And I think
the primary failure there was the leadership in the dental clinic.

Mr. JOHNSON. Okay. Well, let me refer you to a GAO report that
came out today. The title of it says “Weaknesses in Policies and
Oversight Governing Medical Supplies and Equipment Pose Risks
to Veterans Safety.” Down in the oversight over reprocessing re-
quirements, let me give you this quote.

It says although VA headquarters receives information from
VISNs on any noncompliance they identify as well as VAMC’s cor-
rective action plans to address this noncompliance, VA head-
quarters does not analyze this information to inform its oversight.

Dr. Petzel, how can you express such confidence in an oversight
process that does not even properly identify and analyze the infor-
mation coming up through the system? And I submit to you that
the failure in leadership is not just at the dental clinic. It is right
here in Washington.

Dr. PETZEL. Well, first of all, Congressman, the issue in the den-
tal clinic in Dayton was not one of reprocessing. This was one of
infection control and the practices of a particular individual.

Mr. JOHNSON. But aren’t those covered under your oversight
processes?
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Dr. PETZEL. In a different manner than the reusable medical
equipment, but, yes, there are some oversight processes associated
with that.

Mr. JOHNSON. Well, let me take just a second. Why GAO did this
study, Department of Veterans Affairs’ VA clinicians used expend-
able medical supplies, disposable items that are generally used one
time, and reusable medical equipment, which is designed to be re-
used for multiple patients.

And this GAO study looked at all of that. So they are looking at
not only the reusables, but they are looking at the exposables and
they identified serious weaknesses in the analysis and identifica-
tion of the information that comes to VA headquarters.

How do you respond to that?

Dr. PETZEL. We agreed with them and we agree that that was
an appropriate thing to be doing and are now instituting a process
to do that, to systematically look at the information we get to look
for trends, to look for possible themes that run through those
things. And we are now doing that. We agreed with them that that
was a wise thing to be doing.

Mr. JOHNSON. I guess I refer back to my colleague, Mr. Filner.
You know, we have been talking about these things for a very, very
long time. Why are we just now starting?

You know, I met with a group last week, whether it is in the
oversight of expendables and reusables or whether it is in oversight
of the claims process, I met with a focus group that has identified
glaucoma cases where patients, veterans have been identified with
glaucoma and, yet, their referral for treatment took so long to get
through the system that by the time it actually came up that they
got treatment, it was too late and their condition was irreversible.

And in the oversight and investigation arm of this Committee, I
can assure you we are going to be looking into those as well.

So how can we say that your oversight processes are even close
to being adequate and why are we still talking about these things
rather than doing something about them to protect the health and
welfare of our veterans?

Dr. PETZEL. Well, Congressman, we have not just started doing
this. We have been doing this for

Mr. JOHNSON. But that is what you just said. That is what you
just said.

Dr. PETZEL. I said that particular——

Mr. JOHNSON. You said we are now doing it.

Dr. PETZEL [continuing]. I said that particular aspect of the over-
sight is something that we are beginning to do early in 2010.

Mr. JOHNSON. My

Dr. PETZEL. But the process of looking at RME, of improving
RME, of oversight, of training, et cetera, these began quite a long
time ago. And they have been continuously improved since our first
instance of exposure possibly in 2008.

Mr. JOHNSON [continuing]. My time is up, Dr. Petzel, and I am
going to yield back, but I want to just summarize with this. And
I agree with my colleague, Mr. Filner.

If there is anything that it appears that the VA is expert in, it
is talking around these problems and kicking the ball down the
stream in a number of areas. We do not seem to get specific solu-
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tions to specific problems that greatly affect the health and welfare
of our veterans. And that is a very concerning scenario to me.

Mr. Chairman, I yield back.

The CHAIRMAN. Mr. Reyes.

Mr. REYES. Thank you, Mr. Chairman.

And thank you, gentlemen, for being here this morning.

I wanted to ask if there was a way to compare what is occurring
at the VA in terms of these particular issues, failings with what-
ever the standard might be on the civilian side or perhaps even in
other systems similar to the VA even if we are considering other
countries.

I understand that my colleague, Mr. Walz, asked something simi-
lar, but I have to leave for a little bit and so I apologize for doing
that. But I wanted to know if there is a basis for comparison about
what is occurring at the VA.

Dr. PETZEL. Well, Congressman Reyes, there is and there is not.
First of all, whatever, however we compare to the civilian sector,
the fact that this happens to even one of our patients is not a good
thing and needs to be changed and needs to be improved.

So on the one hand, it is almost irrelevant how we compare to
the private sector if we are allowing these things to happen. I think
we need to address that directly in the ways that we are able to
do this such as what is our disclosure policy like, how does our dis-
closure process work. We can compare that to what some private-
sector people do. And ours compares very favorably.

In terms of the incidents of this happening, it is not possible to
compare it. And, again, I think that is irrelevant. The fact that it
happens once is too often in our system and we need to be working
in the direction of this not being able to happen ever again.

Mr. REYES. I understand.

Dr. PETZEL. It is very hard to compare. I just have to say it is
very hard to compare.

Mr. REYES. Well, first, but my point is and you are right. Even
one instance is one too many, but the reality is, and that is why
we have lawsuits against doctors, against hospitals, sponges have
been found stitched in after operations and scissors and all those
kinds of things, the reality is that those kinds of things exist and
happen in medical treatment.

My point was if we are going to, are we in essence holding the
Veterans Administration accountable realistically compared to
other medical systems or are we in a situation where perhaps the
VA needs to have an assessment, a self-assessment of the quality
of healthcare that is going on because perhaps incidents are much
higher than they would be in other kinds of systems?

That was the point of my question. Yes, we can criticize you for
every single misstep, but, you know, we all should strive for perfec-
tion, but the reality is perfection does not exist in the medical
world just like it does not exist any place else.

We are seeing the shuttle delayed by a week or so because of a
mechanical problem. And that is in a system that is designed by
all the checks and double checks and triple checks to be a zero de-
fects operation. So that was the question that I had.

Dr. PETZEL. Congressman Reyes, I appreciate that. First of all,
as the gentleman from the GAO said, we have to be held account-
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able for following the policies and procedures that we have out
there. I mean, we should, number one.

And number two is that whatever the comparison might be be-
tween the private sector, we need to again be held accountable for
how we do. And I think that the goal has to be that we do not leave
any surgical sponges in a patient’s abdomen, that we do not fail in
our reprocessing efforts with any piece of reusable medical equip-
ment. I mean, that needs to be the standard against which we are
judged, not necessarily what goes on.

So I appreciate the concern and I appreciate the angst that peo-
ple feel about the failures that we have, but I do not want to ex-
cuse those by saying that we are better than the civilian sector.

We have to solve those problems internally by following or hav-
ing the right policies and procedures, by following those policies
and procedures, by having the kind of oversight that is necessary
to assure us that is happening, and then, as you all have said re-
peatedly today, we need to hold people accountable if they do not
follow those procedures.

Mr. WILLIAMSON. If I could add to that, I think, Chairman Mil-
ler, you hit the nail on the head initially when you said that you
could have all the requirements, you know, very good require-
ments, but if people are not following them, therein lies a problem.
And let me just give you one example.

In July of 2009, VA came out with a directive for its medical cen-
ters that said you shall have or you shall develop devicespecific
training for your RME equipment.

When we went into St. Louis in the fall of last year, they had
not developed that kind of training requirements for 80 percent of
their RME. And that was 15 months after the directive came out
and it was 6 months, we were in there 6 months after the initial
incident with the dental instruments.

So I think, again, it is tough to compare the private sector with
VA. I think VA in many cases had very good policy requirements
a}rlld very good policies, but you have to get people to implement
them.

The CHAIRMAN. Thank you.

Mr. REYES. Thank you, Mr. Chairman.

I was just going to ask perhaps the question that needs to be an-
swered 1s, as we talk about accountability, how when issues like
this come up, how they respond to it, not just with procedures, but
accountability by the people that have been involved which, by the
way, when Dr. Petzel mentioned, the Secretary has been in my dis-
trict and I think Mr. Filner was there with us, his goal is to have
the best available healthcare system on the planet, that has been
articulated. We just have to make sure that there is accountability.

Thank you.

The CHAIRMAN. Mr. Runyan.

Mr. RunYAN. Thank you, Mr. Chairman.

And thank you all on the panel for your testimony.

I actually just chaired the DAMA Subcommittee hearing that the
Chairman spoke about earlier. And I want to go back a little bit
to what I ended up saying at the end. And I know the Chairman
and several other of the Subcommittee chairmen have had meet-
ings with Secretary Shinseki and we talked about accountability.
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The fact that we use the word oversight means there is a total
lack of accountability. It really needs to leave our vocabulary be-
cause oversight means there was a mistake and we need to move
on from that because we all agree to that fact.

But going back to the dental scenario we were talking about that
everyone knew was going on, have we made any steps in devel-
oping procedures and/or whistle blowing within that management
team and moving in that direction to really stop something like
that from happening because I think that is another place where
I know people are afraid of stepping on toes of people senior to
them?

And 1 really think it needs to be addressed because obviously
there is a situation where that did not need to be happening. I
think if you had procedures and protocols in place, you could have
avoided those situations.

Dr. PETZEL. Congressman Runyan, you make an excellent, excel-
lent point. What is missing and what needs to be there and needs
to be in all of our medical centers is what is developing in St. Louis
and that is an atmosphere where people can come forward, as you
said, to the management, to whoever they need to come forward to
and say this is happening, this is wrong, somebody needs to look
at it. And that did not happen at Dayton. And for a long time, that
did not happen at St. Louis.

There is very good evidence that things are changing in St.
Louis. And my expectation is with the management team that is
now in place in Dayton we are going to create that same kind of
atmosphere.

Not only do people need to be able to come forward, but the man-
agement team needs to be able to sit down and candidly discuss
what is going on in the medical center to keep each other informed
as well as hearing from what is coming up. And, again, just to reit-
erate, that was not the case at Dayton.

Mr. RUNYAN. I think we can all totally agree on that. And, you
know, my experience with dealing with higher powers is, you know,
a lot of times, the truth hurts. And I think to be able to have that
communication, open communication in a team is desirable no mat-
ter what team you are on.

And you really have to make a push forward and just take the
attitude of, you know, just the procedures that are in there, the
standards that are in there, and, you know, the accountability you
have personally to just get the job done and not worry about what
my superiors are thinking but knowing that whether someone
lower down has the backing of the Secretary who is going to blow
the whistle, they need to be informed and assured that if they do
blow the whistle on someone that it is not going to cost them their
job and/or their career.

With that, Mr. Chairman, I yield back the remainder of my time.

The CHAIRMAN. Mr. Carnahan.

Mr. CARNAHAN. Thank you, Mr. Chairman and Ranking Member
Filner.

You all have been on this issue. You both have been to St. Louis
with a Missouri, Illinois bipartisan delegation and I appreciate
your commitment to this issue.
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Also, I want to make really just a brief personal thanks to
Phylicia Woods, who is LA on my staff, who is going to be leaving
to go in the Peace Corps after this hearing. And I want to thank
her for all of her great work for my office and for veterans in St.
Louis, also the Veterans Advisory Committee that we work with in
St. Louis who are back home watching this hearing today, and the
many committed medical professionals at Cochran that are com-
mitted to reforming that institution.

I spoke with Director Rema Nelson a little over a week ago. She
described to me that they are working on a comprehensive turn-
around plan, that they are working to incorporate many of these
recommendations from the GAO and the Inspector General that
can help this facility be what it needs to be for the veterans in St.
Louis.

My question for Dr. Petzel is, are you aware of this plan? We
were promised to get a draft copy of it. By the end of last week,
we have yet to receive that.

But I think it is critical to turn that facility around, to have such
a plan, to get buy-in from our veterans, our community leaders be-
cause we want them to succeed. But I think they have to have an
aggressive plan to make that happen and they have not had it up
to now.

Dr. PETZEL. Congressman Carnahan, I have not seen yet the
plan. As soon as we finish from this hearing, I will get in contact
with the director, Rema Nelson, and find out where it is. And if she
has promised a copy of it to you, we will be sure that you get it.

[VA subsequently provided the following information:]

The St. Louis plan for the way forward was delivered by OCLA on Tues-
day, May 10, 2011.

Mr. CARNAHAN. To me, that is critical point going forward.

And to the point of reforming the adverse event disclosure proce-
dures, we may have the best scientific procedures there are in the
world, but if it does not reflect the human impact on veterans, it
is not a good system. So we have to have the human side of that
system in place.

And to Mr. Filner’s point, at the hearing in St. Louis, there was
not a case management part of this in place. People in St. Louis,
they got a cold form letter like a parking summons in the mail.
That is it. And so that is when folks at the hearing said at the re-
quest from many people at that hearing that they would follow on
and have the more personal followup.

So I appreciate that that happened, but that is not where this
started.

Dr. PETZEL. Thank you, Congressman.

I will have to go back and review my recollection of it. I do know
that we eventually ended up with case managers’ phone calls in ad-
dition to the letters. And you may well be right that that occurred
after the hearing. I just do not remember the sequence.

Mr. CARNAHAN. I am right and that is the way it happened.

Dr. PETZEL. Okay.

Mr. CARNAHAN. So we need to review it. That is the way it hap-
pened.

Dr. PETZEL. I will believe you.
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Mr. CARNAHAN. Anyway, the other thing, in light of the incidents
at Cochran and other medical centers around the country, at what
point is the management evaluated at these institutions and are
they held accountable?

Again, I am very pleased that the management of Cochran is de-
veloping this plan, but what we have heard from Dr. Daigh and
others there have been repeated visits, citations, problems that
have not been addressed starting with his work back in March of
2007, another visit and evaluation in August of 2008, May of 2009,
March of 2010 and, of course, the Congressional hearing in July of
last year. A lot of these problems are still lingering or not fixed yet.

And, you know, the question is, how many times do our veterans
have to fall in the same pothole before we fix it? And so I want to
have this system in place. I want to have a comprehensive plan in
place for Cochran. I want to get the community and veterans to
buy-in, but at some point, people have to be held accountable if it
is not implemented.

Dr. PETZEL. I absolutely agree with you, absolutely agree.

Mr. CARNAHAN. Mr. Chairman, my time is up and thank you
again. And I yield back.

The CHAIRMAN. Thank you.

Dr. Benishek.

Mr. BENISHEK. Thank you, Mr. Chairman, Mr. Filner, and
thanks for the panel here.

I worked at the VA during the time of this colonoscopy event and
I was aware that they shut the whole thing down. So it has some
personal meaning to me.

And I guess what I have found here is I guess you talked about
this dental clinic a little bit, but are those people you identified
here in your testimony, you know, the dental supervisors, the facil-
ity chief of staff, I mean, that dentist in question, I mean, did those
people—have those people been punished or have they been fired
or what exactly happened to those people?

Dr. PETZEL. I have to speak generically. The principal in question
has retired. And there is no way that we can prevent somebody,
even though we may want——

Mr. BENISHEK. Right.

Dr. PETZEL [continuing]. To discipline them, from retiring——

Mr. BENISHEK. What about the chief of staff?

Dr. PETZEL. The chief of dentistry I believe has resigned as well.
And the chief of staff of that medical center, we have not yet deter-
mined what the situation is going to be.

There are three administrative investigative boards going on
right now as it relates to Dayton and we do not have the results
of those yet.

Mr. BENISHEK. All right. This is the kind of thing that is frus-
trating when there is, you know, a serious lapse of leadership that
you mentioned, and, yet, you know, a significant amount of time
has gone by and you have not decided what to do with this guy or
gal.
The other thing that disturbs me is Mr. Williamson’s testimony
about the 15 months elapsing between the, you know, the saying
that you are going to be doing implementation of protocol for clean-
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ing RMEs and then he reports that 80 percent of the—that has not
been done in 80 percent of the places after 15 months.

I would like to know who is responsible for that. I mean, who is
the guy in charge of that, implementation of that process?

Dr. PETZEL. Just a comment. There were six medical centers that
they reviewed out of 152. And I do not know where those medical
centers were. If the GAO is willing to identify them, we would be
delighted to go in and look and see what the problems were and
what happened.

Mr. FILNER. Why didn’t you ask them before this?

Dr. PETZEL. I beg your pardon?

Mg‘ FILNER. Why didn’t you ask them to identify the medical cen-
ters?

Dr. PETZEL. I just got the GAO report.

Mr. BENISHEK. Well, it is just frustrating to me to have—you
know, we have two agencies of the government here that sort of
conflict. And, you know, Mr. Williamson seems to identify an area
of leadership, that there is something wrong, where there is 15
months and now we—I cannot—how do I understand this informa-
tion. You are saying one thing. He is saying another. And we are
trying to decide how to best treat our veterans.

I think we definitely need to followup on this, you know, from
this Committee further and make sure that there is, you know, not
only at the chief of staff level but higher up in the chain of bu-
reaucracy, that we have effective leadership and accountability for
those people at each of those higher up positions.

Mr. Williamson, did you have a comment?

Mr. WILLIAMSON. By the way, we went to Albany, Cheyenne, De-
troit, Miami, Palo Alto, and St. Louis.

You know, obviously we cannot travel to 90. And what we try to
do when we go to a location is we look for systemic problems that
transcend one facility. So while you only may go to a small number,
you are verifying that something is missing throughout the system.
So that is kind of the methodology that we use.

I have to say that as most of the Members here who have been
a recipient of GAO reports know, we have a very rigid and rigorous
process for verifying our information. And all the things that I have
told you in the report and in my opening remarks, VA has agreed
with. We have an exit conference with VA. We give them 30 days
to comment and so on. And we verify that pretty rigorously.

So I do not think Dr. Petzel is disagreeing with the 80 percent
figure I used. I think he is probably coming from a different way.
But, you know, accountability is our middle name. And so we are
pretty careful, you know, about being right.

Mr. BENISHEK. Well, thank you for your answer.

I just want to try to follow up with this at a later date, so I do
not lose track of this kind of information. I appreciate your com-
ments and yield back the remainder of my time.

The CHAIRMAN. I was just looking at a copy of the GAO report
where there is a letter from Mr. Gingrich, Chief of Staff, saying VA
has reviewed this report and appreciates the opportunity to com-
ment on the draft.

So VA had seen the draft, correct?

Dr. PETZEL. Just got it.
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4 Tf}}e CHAIRMAN. You saw the report. This is talking about the
raft.

Dr. PETZEL. Oh, the draft. Yeah, I am sure that it was reviewed
here. I cannot recollect that I saw it, but, yes.

The CHAIRMAN. You have not reviewed the draft?

Dr. PETZEL. I cannot recollect that I did. That does not mean I
did not. I just do not know.

The CHAIRMAN. If there was a report entitled “Weaknesses in
Policies and Oversight Governing Medical Supplies and Equipment
Pose 1§isks to Veteran Safety,” you would not remember that you
saw it?

Dr. PETZEL. I might not, no.

ElcliedCHAIRMAN. I hope you did. I hope you did or somebody at
VA did.

(li\/Is. Wilson, you are next. Thank you for joining the Committee
today.

Ms. WiLsoN. Thank you, Chairman Miller and Ranking Member
Filner.

I am new to this and I inherited this from my predecessor, I am
from Miami, Kendrick Meek. And so my following of this debacle
was by reading the Miami Herald.

And then my great Congresswoman Ros-Lehtinen invited me to
a tour of the VA hospital and a meeting with the people there, with
the administrators there, and then a press conference.

And at the meeting, I was really shocked by the cavalier attitude
of the administrator of the hospital and the way she was going
about answering the questions.

First of all, I found out that there were five people who con-
tracted HIV-AIDS (acquired immune deficiency syndrome), HIV,
eight hepatitis C patients, and one hepatitis B. We are not sure
whether it was from the instruments or but they have it and they
were tested with the unsterilized instruments.

So my question to her was, where are these people now and what
are they doing. And no one at that meeting had an answer. No one
could tell us what was happening with these particular patients
who were infected.

So I asked them to assign one person from the hospital to be in
charge of, sort of like a case worker, to make sure that they were
being treated, that they were following up with it, and to get back
to us and let us know what was happening.

So we got a letter saying that they had followed up with all of
them except four. And they could not find these four. And they
could not find the—they could not—four were—came in for one
treatment and then—I mean, two and then two they could not find
at all.

So my concern was that these two people, and they did not iden-
tify which two they were, they did not identify which malady they
contracted from the hospital, and I am just wondering for their
safety and the safety of the public is there any way that we should
include the Florida Department of Law Enforcement (FDLE) or the
Federal Bureau of Investigation (FBI) or the local authorities to try
to find these people, even private investigators, so that they would
know that they are infected and they, in fact, should have the op-
portunity for treatment. That is the first question.
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The second question has to do with Ms. Berrocal who is the
woman that was in charge of the hospital. It is my understanding
when this debacle first occurred she was reassigned and someone
from Jacksonville took her place.

Before she was put back into her place at Miami Hospital, there
was supposed to have been a report and some sort of evaluation
that was supposed to be released before she was sent back to her
position.

She was sent back to the position. There was no report done. The
Miami Herald, through a public records request, asked for this re-
port and to date, they still do not have it. And she is still there.

Are you aware of all of these circumstances at the Miami Vet-
erans Hospital?

Dr. PETZEL. I am aware of them, Congresswoman. There was a
report. And Ms. Berrocal is back at the Miami VA Medical Center.
I do not recollect the specifics of what was in the report, but we
can certainly resurrect that and see.

I would say that I think that Congressman Ros-Lehtinen and
others would agree that Miami is really beginning to turn around,
that the atmosphere and the practices of that hospital are really
quite improved over what they were when we originally had the
colonoscopy incident several years ago.

Ms. WILSON. My question has to do with finding the patients who
are unaccounted for. What can we do to find them at this point?

Dr. PETZEL. That is a good question. And I honestly do not know.
I know that the medical people follow up. I do not think that they
use private investigators, the police, or the FBI. That is certainly
something that we can look into if we still are not able to contact
those last two patients. And we will look into that.

Ms. WIiLsoN. Okay.

The CHAIRMAN. Thank you, Ms. Wilson.

I would like to use the Chairman’s prerogative if I would and beg
the indulgence of the Committee Members. And since we are deal-
ing with Miami, which Ms. Wilson has been talking about, I would
like to go ahead and recognize Chairman Ros-Lehtinen if she would
to continue the questioning regarding Miami.

Ms. Ros-LEHTINEN. Well, thank you so much, Mr. Chairman and
Mr. Filner. Thank you for your leadership on this issue that has
been ongoing. It is so frustrating for so many of us. And Mr. Under
Secretary, you said you are doing better, but you continue to find
patients who were not notified in Miami, 12 additional names this
past December. You state that excellent way of notifying industry
standards, those kinds of phrases.

And while I am happy that the VA is making efforts to reform
its procedures in the area of reusable medical equipment and in no-
tifying at-risk patients, we have been down this path before. We
are so frustrated. Ms. Wilson, Mr. Rivera, Mr. Diaz-Balart and I.

In 2009, the Miami VA, as you know, notified over 2,400 vet-
erans that they may have been at risk for infectious diseases. Then
a year later during a review of the VA’s facility logs, a year later
an additional 79 veterans were discovered to have been at risk.
And now just this past December where Ms. Wilson was talking
about another 12 names were discovered in an third review. Of
these veterans, 17 have been tested for HIV hepatitis B or C. It
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doesn’t mean that it is cause and effect, but it is very alarming. So
over these 3 years, the list has kept growing.

Members have previously sat in this very Committee room, were
assured by VA that the Administration was taking action to correct
this previously failed policy. This has not happened, those steps
have not been put into place.

The VA Central Office initially left it up to the Miami VA to
identify at-risk patients, and I would like to ask these questions.

Will another review, if we were to do another review, find more
at-risk patients? What degree of confidence do we have that every
time you have done a review you have found additional folks who
have fallen through the cracks? I don’t have confidence that the en-
tire pool of at-risk patients have been identified.

Secondly, are there now oversight mechanisms in place at the VA
Central Office where an independent authority will take charge
and make certain that a local VA like Miami will meticulously re-
view patient files to identify those who require notification? Or is
the attitude of the Central Office things are going well, patients
are being identified, and all systems go?

And number three, so here we are again, Members are being told
that the VA has taken steps to eliminate the problems from the VA
centers, and if additional names are found or if it is discovered that
facilities continue to use improperly sterilized equipment what
then? What steps will be taken?

And I share Congresswoman Wilson’s frustration. We have had
so many meetings about the follow up, and I remember the first
meeting that we had, and that was with her predecessor, Mr.
Meek, and we made this oh so brilliant suggestion that perhaps
they could go door to door and knock on the veteran’s home, apart-
ment, wherever the veteran is, and they said, oh, that is a good
idea. And we are just so brilliant that way. And so they said, okay.
So they got back to us and they said, yes, we have knocked on the
doors. And then we kept asking, okay, of those you have identified
and you have knocked on their doors, have each of these veterans
been informed that they can get treatment? Have they turned the
treatment down?

And I understand that there are privacy concerns. We are not
asking for their names and their addresses, but they cannot tell us,
at least they haven’t told us. They have not told us this is the pool,
these have been notified, these are under care. We have no degree
of confidence that they are in fact getting care. We don’t have to
force someone to get care, but we are talking about community
health problems if these veterans don’t get the care.

So it is not just that veteran, it impacts the entire community.
You can’t force them to get care, but you can certainly work with
that veteran to have that veteran understand how serious this is,
how it can impact the community, and let us know that those vet-
erans are indeed getting care.

But I want you to understand how frustrated we are that we
have these meetings once and again and again, and honestly we
are saying this is water, and they will say, oh, okay this is water,
and it is very patronizing to us, because we know that they must
know more. I pray that they know more than they are telling us.
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I pray that the veterans are getting the treatment that they are
getting, but they are not telling us.

So, I would like to say, with a degree of confidence, to my con-
stituents this problem really has been worked out after all of these
years, but I don’t have that confidence, but I thank Ms. Wilson for
everything that she has been doing and Mr. Rivera, Mr. Diaz-
Balart, we are all united, we have a very united delegation on this,
and I thank the Chairman and the Ranking Member for being such
fearless leaders on this.

I would like to see if you could answer those questions. Are we
going to do another review in Miami? Do you have a degree of con-
fidence that every at-risk individual has been identified, that there
has been some followup care, that everything really is what it
should be? And if it turns out that it isn’t what then?

Thank you, Mr. Chairman.

Dr. PETZEL. Thank you Congresswoman. I can answer those
questions. First let me start with the last.

We can provide you with information. Again, not specific names,
but about the number of people that have been contacted, the num-
ber of people that are under care, and that is available and we will
certainly get that to you.

The second thing is when they are notified part of that notifica-
tion involves one of the consequences of this potential exposure and
what are the remediations so that if somebody feels as if this in-
deed was the cause of their contracting HIV or hepatitis C they
have a legal remedy, and every single person that we notify that
is positive is told about that legal remedy.

In terms of the——

Ms. ROS-LEHTINEN. And let me ask you, when you say that we
can get you that, that is the same thing that happens to us when
we meet with them. They will say they can get it to us as if we
were meeting on what to order for lunch. I mean that is the pur-
pose of our meeting, so that is the information we want, and then
after every meeting they say we will get you that info, so that is
the purpose of what we want. All of those individuals without any
names where are they getting care?

Dr. PETZEL. We can get that to you within a week.

The second question involved the process and how certain am I
that we have identified and notified everybody. And I am as certain
as I am going to be, that we have done that.

We learned a lot in the Miami process, just to reiterate. Initially
that was the identification of who should be notified was the re-
sponsibility of the facility, and they made a decision to use a com-
puterized medical record and the coding that was in there to iden-
tify the people that had colonoscopies. It was found out several
months, almost a half a year, after that notification someone called
up and said, I had a colonoscopy during that period of time but I
wasn’t notified.

So there were some errors, if you will, in the coding that occurred
that went into the computerized medical record. That was the sec-
ond iteration.

And then the third iteration had to do with a logbook that
shouldn’t have been there but was used and had in it again 11 pa-
tients that weren’t on the computer list because those 11 patients
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had been inappropriately coded when they went into the computer
list.

But the primary lesson we have learned here is that we have a
Central Office team now that does the process of identifying who
should be notified.

This event is something that occurs hopefully once in the lifetime
of a medical center. They have no experience in developing the ma-
terial that you need to get a list, so we have now made that a Cen-
tral Office function.

We send a group of people down who have experience doing this
and have done this in other circumstances and they have become
responsible for developing the list of people that need to be notified.

Ms. Ros-LEHTINEN. Thank you. And Mr. Chairman, just one last
note. The Miami Herald, Fred Task, has been doing an excellent
job on this and I hope that he would not need to file another Free-
dom of Information Act to get information about these vets. I would
hope that you would share information with our community, not
names and addresses, but what is new on the status. It is a big
concern with them.

[The VA subsequently provided the following information:]

Of the 17 patient positives, one (1) expired from other causes. One (1) pa-
tient is currently being followed and treated at a VA Medical Center in Ar-
kansas and was last seen on April 9, 2011. One (1) patient is currently
being followed by his private physician in the Miami area. The remaining
fourteen (14) patients are being followed by the Miami VAHS. Of those,
eleven are actively receiving care. The remaining three patients have not
responded to VA’s outreach efforts. We will continue to make sure that they

are aware of our services and remain available to treat them if they choose
VA care.

The CHAIRMAN. Thank you, Madam Chairman. Mr. Clay.

Mr. CrAy. Thank you, Mr. Chairman, thank you for conducting
this hearing.

Let me personally thank you and Mr. Filner as well as the Com-
mittee staff for giving the time and attention to the issues that
have arisen over the last year or more at Cochran VA hospital in
St. Louis in my district.

Let me start with Dr. Daigh or Mr. Williamson. Have the steri-
lization problems in the dental clinic at John Cochran hospital
been resolved?

Dr. DAIGH. Yes, sir, I believe they have.

Mr. CLAY. Thank you. You think they have.

Okay, now what was the final source of the contamination in the
surgical unit? What was the cause? Can either one of you speak to
that? Or can you, Mr. Petzel?

Dr. PETZEL. I think I can. I don’t believe, Congressman, that they
have had any experience with that, and I assume that you are re-
ferring to the fact that there was some discoloration discovered on
surgical instruments by one of the scrub nurses, and we then
stopped surgery in St. Louis while we tried to discover what that
discoloration was.

There was not a sterilization problem or an issue, those instru-
ments were sterile, and eventually we came to the conclusion that
it was a combination of events; the fluid that was used in pre-wash
and the filters on the steam sterilization unit. When the solution
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was changed and when the filters were changed we were able to
get rid of the discoloration and that started up again.

This is something that we discovered and I think was managed
quite well.

Mr. CrAYy. Okay, Doctor, was that a vendor issue or was it inside
the hospital?

Dr. PETZEL. Well, it was inside the hospital insofar as the instru-
ments were being sterilized in the hospital, but again, it had to do
apparently to the fluid that was being used and to the filters in the
sterilization.

Mr. CrAY. Which caused the spots on the instrument.

Dr. PETZEL. Which caused spots on the instrument, correct, dis-
colorations, but not an issue of sterilization.

Mr. CLAY. Okay. Let me ask you, why does Cochran VA Medical
Center consistently receive a low patient satisfaction when com-
pared to other VA facilities, and why does this problem persist year
after year?

Dr. PETZEL. Let me take a few minutes to explain this.

hMrd CLAY. Go right ahead, I have a little time here. Go right
ahead.

Dr. PETZEL. When you look across the country inside or outside
the VA wherever you have customers, wherever you have patients
the satisfaction of the individual patients with their care is a direct
reflection of employee satisfaction. There is a very, very strong re-
lationship. If you have a satisfied workforce that enjoys their job
and is doing it, you know, with a smile, so to speak, you are going
to have generally speaking a group of patients that are going to
also feel good about their experience.

And I think there was a history at John Cochran, again before
my time, where we had an employee group that was not particu-
larly satisfied or happy in the workplace.

Mr. CLAY. Now wait a minute, let me stop you. That tells me as
a cultural issue——

Dr. PETZEL. Absolutely.

Mr. CLAY [continuing]. In that facility.

Dr. PETZEL. Absolutely.

Mr. CrAY. Have you addressed it and how?

Dr. PETZEL. 1 believe that we are addressing it. Rema Nelson,
the new director there has created a much more open atmosphere
where people can talk to her about problems, she is approachable,
she is out walking around that hospital continuously testing the
waters, taking the temperatures, seeing how things are happening.

We hear now from the union and from the service organizations
that the atmosphere there has changed, that this is a better place
to work, a happier place to work.

My hope and expectation is that this is going to be reflected in
the patient satisfaction scores.

Mr. CrAY. When will we know that?

Dr. PETZEL. Every month we do a series of inpatient and out-
patient satisfaction scores, so I am hoping relatively soon. I don’t
know how long. I don’t know how long, but I am hoping relatively
soon we will see a change.

Mr. CrAy. Okay, my concern is this, Doctor. If we cannot improve
conditions perhaps it is time for the St. Louis region to try perhaps
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a voucher system for patients to receive medical attention from our
two world-class medical facilities that are a stones throw away
from the VA Cochran.

If you cannot do the job for these people that deserve it, perhaps
we need to look at another system to deliver medical care to them.

Dr. PETZEL. My expectation is that we are going to see improved
patient satisfaction scores at the John Cochran.

Mr. CrAY. As soon as you receive it share that with us.

Dr. PETZEL. We absolutely will.

[The VA subsequently provided the following information:]

Patient Satisfaction at St. Louis VAMC, 2011
National Satisfaction Scores (SHEP)*

INPATIENT SATISFACTION 2011 (%)
John Cochran 42.3
Jefferson Barracks Cases too low
Overall 42.3
OUTPATIENT SATISFACTION 2011 (%)
John Cochran 54.7
Jefferson Barracks 40.3
Overall 49.1

Because of the time lag between the time of care and the survey report, the
FY 11 scores reflected here only data from October through January. Until sec-
ond quarter data is obtained a comparison between FY 10 and FY 11 is dif-
ficult due.

Quick Card

In order to provide some real time information on customer satisfaction,
the Medical Center has implemented a Quick Card survey system. Here are
the results of the Quick Card surveys from December 2010 through April
2011:

QUICK CARD QUESTIONS YES RESPONSES
(yes/no) (%)
Courtesy of Staff 97
Timely Service 88
Experienced Delay 25
Facility Appearance 94
Professional Appearance of Staff 97

Mr. CrAy. Thank you. Thank you, Mr. Chairman, and I yield
back.

The CHAIRMAN. Ms. Buerkle.

Ms. BUERKLE. Thank you, Mr. Chairman, and thank you to you
and to Ranking Member Mr. Filner for your taking the lead on this
issue, very important issue, and thank you to our panelist today.
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I am Chairman of the Subcommittee on Health. I am a registered
nurse and I also am an attorney and I represented a major teach-
ing hospital for many years, so this is all of very particular interest
to me.

I think the first thing that concerns me is when we refer vet-
erans to our healthcare veteran facilities that they have some sense
of what Dr. Roe mentioned, trust, and that we are referring them
to a system that will take care of them, and at the very least that
care should be what the industry offers.

I think you are all familiar with JCO, every hospital hunkers
down when The Joint Commission comes in and reviews all of the
processes, every system, every process, and they hold the hospital
accountable and everyone prepares for that and there is that ac-
countability factor.

So I guess my first question, Dr. Petzel, is what in the VA sys-
tem is analogous to the JCO reviews that a hospital has to undergo
every few years?

Dr. PETZEL. Well, Congresswoman, first of all we do undergo the
Joint Commission reviews just like everybody else, so our hospitals
are all accredited by the Joint Commission.

Number two, and the process has changed recently insofar as
now you don’t know when they are going to come, and what hap-
pens is what we call continuous readiness. That is you have to be
ready for them to drop in at any moment. They do not announce
that they are coming and they show up at your doorstep on a Mon-
day morning or a Tuesday morning and begin their survey.

It is a tremendous improvement from my perspective, because
previously we all dropped everything for 6 months before the Joint
Commission came and cleaned the floors and uncluttered the hall-
ways and did all those sorts of things and now you have to do that
all the time, which is the way it should be.

We also have the SOARS process, which is an internal within the
Veterans Health Administration (VHA) process of inspection that
occurs. The OIG does their Combined Assessment Program re-
views. Every 3 years they go to every facility and are much more
thorough than the Joint Commission in terms of oversight and
looking at us. And those are probably our two biggest VA-related
internal reviews like the Joint Commission.

Ms. BUERKLE. Well, then how do situations like these occur with
that kind of oversight, with that—kind of what happens that these
situations—the VA finds themselves in these situations? Any pri-
vate hospital would have corrected it, it wouldn’t happen again.
And these instances continue to occur. And if you have this over-
sight in place why aren’t corrections being made?

Dr. PETZEL. Well, at each one of the medical centers, Congress-
woman, that are involved those corrections have occurred. We don’t
have a recurrence of any of these incidents at any of the medical
centers that were—of these four that we have been discussing.
They have cleaned up their act, they have changed their practices,
and they are doing the things that they need to do to appropriately
sterilize the equipment.

I think that why this has happened in our system, we are a na-
tional integrated system, everybody should be aware of what is
going on, and I think again there is a failure of leadership, people
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not holding other people accountable, people not checking to be
sure that indeed everybody does have training in the SPD, indeed
everybody does do their job. We are supposed to watch somebody
do their training, and I think when these things break down it is
a failure of those things to happen. It is again a failure of leader-
ship.

Ms. BUERKLE. I would submit that if it is happening in any of
the VA hospitals and it hasn’t been corrected we are looking at a
hospital system, and so the policies and procedures should apply to
all. So if there is a problem here that correction should take place
in all of the hospitals, and apparently that hasn’t been done.

Dr. PETZEL. And I absolutely agree with you, Congresswoman,
that is absolutely the way this system should work.

Ms. BUERKLE. Just briefly in my few seconds that I have left.
When we look at medical malpractice, the question is also asked
what is the deviation in the standard of care, and that is how we
gauge whether or not there is malpractice.

What is the standard of care that the VA hospital, what standard
of care would you be adhering to? Which one standard of care? I
hear lots of different oversights, but what is the standard of care
you apply?

Dr. PETZEL. I am sorry, Congresswoman, I don’t quite under-
stand the question.

Ms. BUERKLE. Well, I assume the VA hospital adheres to one set
of processes and one set of procedures based on something, and
whether it is JCO standards or what—it sounds to me like it is
rather arbitrary.

Dr. PETZEL. First of all sort of at the top would be the Joint Com-
mission standards. We are again accredited by the Joint Commis-
sion, every one of our 152 medical centers and 871 outpatient clin-
ics have that accreditation, so that would be one standard.

Second, we have policies and procedures that are much more spe-
cific than what the Joint Commission would be looking at for
many, many things, and we adhere to those standards.

And I think we would not get argument either from Dr. Daigh
or Mr. Williamson about our policies and procedures. We have good
policies and procedures that are at the top. The problem is adher-
ence to those policies and procedures. The problem is our people
following those policies and procedures.

So I am not as concerned about the standard that we are setting
as I am about are we adhering to that.

Ms. BUERKLE. I am out of time. Would the Chairman just allow
one more question?

The CHAIRMAN. Very short.

Ms. BUERKLE. Dr. Daigh, would you agree with what Dr. Petzel
is saying?

Dr. DAIGH. Yes, ma’am. I believe VA has really quite excellent
policies and procedures that are in most cases industry standard
and often put together with the use of experts who spend part of
their time at VA facilities and part of their time at the various uni-
versities. So much of the staff at the VA is medical school plus VA,
so I think their policies are correct.

As I indicated in my statement, I think the issue is execution,
that is doing what you are supposed to do every day.
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Ms. BUERKLE. Thank you, Mr. Chairman.

The CHAIRMAN. Mr. Turner.

Mr. TURNER. Thank you, Mr. Chairman. I want to thank the
Chairman and the Ranking Member for their tenacity on this
issue, but I particularly want to thank the Chair.

Chairman Miller has taken a particular interest in these issues.
His care for veterans has been evident throughout his work on this
Committee, but in these instances where these specific infractions
came to light Chairman Miller has dived in, he came to my commu-
nity and has personally read all the documents that are involved,
and I want you to know that if it hadn’t been for Chairman Miller,
I don’t think my community would even have the information that
it has today.

The VA has stone-walled my community, they have not been re-
sponsive. If it wasn’t for this Committee beginning to force the VA
to work with my community, I honestly believe that we would have
even less than we have today.

Mr. Petzel, you said this is unquestionably a failure of leader-
ship. Then when you were asked about accountability for that lead-
ership, what happened to those people who would have been that
failed leadership, you really didn’t know what had happened to the
people in this chain.

We have in my community a dentist who for almost 2 years vio-
lated the standard care of practice, not sterilizing equipment, tak-
ing things from people’s mouths, using the same gloves the entire
day while working on people, not cleaning instruments and tools
that he used on numerous people, and this isn’t something that
was going on for a couple decades in secret, it was visibly obvious,
it was in a clinic that it occurred, that was located directly above
the director’s office. This wasn’t even in an isolated, located facility
away on campus. This is something that was known.

So when you say failure of leadership I agree. The dentist in
question though got to retire, the Chief of Staff got to retire, the
director was promoted.

So if it is leadership, if we go up the chain of command where
it goes from the patient to the dentist to the chief of staff to the
director no one has been held accountable. So we have a failure of
accountability.

We also have a failure of being able to complete an investigation.
The OIG was unable to talk to the dentist in question because he
retired, or the chief of staff, or even the complainants because the
people having left the system. So we don’t have accountability and
we don’t even have the ability to do a complete and total investiga-
tion.

The review that was undertaken by the VA was pretty much
done in secret. The review board that the VA empanelled and even
the testimony that was taken when it was released to the commu-
nity, the names of all the individuals were redacted, and they were
redacted so we wouldn’t even know who it was that you were rely-
ing on to review what had occurred in advising the VA as to what
patients to be notified or even what their care was supposed to be.

I contacted the Greater Dayton Hospital Association for my com-
munity, your regional peers, and I asked them to review what you
did provide the community. They provided a report basically saying
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one, that all of the information needs to be released. There is a
number of documents that are really critical for our community to
understand whether or not you are taking appropriate precautions
for those that were subjected to a risk of HIV and for hepatitis.

Secondly, they disagree with your scope of the patients that are
notified. They believe that many more people were subjected to ex-
posure to HIV and hepatitis, and so they have asked for in addition
to an expansion of the documents that are released for additional
patients to be notified.

Now I appealed your redacting of the documents that were pro-
vided to us. I was told that you wanted to protect those who were
part of the review board so they would not be subject to harass-
ment.

You know in our court system we don’t let juries stand behind
a screen. We require that they be held accountable to the commu-
nity for what their decisions are on things that are very, very sig-
nificant judicially and to people’s lives.

There is no reason why you should be empanelling review Com-
mittees that are then done in secret, that we all then have to guess
as to what their motives were, their backgrounds, their experience,
or their basis for their determination.

When I asked for the non-redacted version to be released, you
answered that even the dentist’s name in question should not be
released because of the nature of the investigation and seriousness
of the allegation, the dentist could be subject to harassment or
worse. You actually indicated that you didn’t want to release it be-
cause he could be subject to annoyance or harassment. Annoyance
or harassment like being subject to the risk of HIV and hepatitis?
I mean this is incredibly serious, and the VA is not being open with
my community or I think even giving an ability for proper over-
sight from Congress.

I have three questions for you. You said this is a failure of lead-
ership, now we are going to come to the issue of your leadership.

Are you willing to expand the number of patients that were noti-
fied, tested, and received treatment as a result of the actions that
occurred at the Dayton VA? Are you willing to release the docu-
ments that were requested by our Greater Dayton Hospital Asso-
ciation so that they can review your investigation to these prac-
tices? And are you willing to release the non-redacted review tran-
script from your review board so that we can actually evaluate your
approach on this issue?

Dr. PETZEL. In answer to the first question, we are and will go
back and look at the process that we went through in terms of
identifying the patients that needed to be identified.

At this present time I stand by the decision that the clinical re-
view board made as to who should be notified, but we are going to
look at that.

Number two is that we have made available to the Committee,
to the Chairman all of the material that they request. We cannot
release some of this material to the Greater Dayton Hospital Asso-
ciation. We cannot release

Mr. TURNER. Sir, hold on a second. I know my time is brief, but
if you would permit it, Mr. Chairman.
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I have the documents of the Freedom of Information Act provi-
sions that you are standing on, they are all discretionary, and
when I was briefed by your staff in my office they admitted it was
discretionary. So please don’t say that you cannot release them, be-
cause of course you can. There is no patient information that is
being protected here, because no patient information is included in
what is been being asked. It is procedures, policies, and actions.

Dr. PETZEL. I am sorry, Congressman, but I have been told by
our attorneys that we cannot release to you, or to the community,
those unredacted documents.

Mr. TURNER. Okay. Well then they were in my office, your attor-
neys by the way, if you and I meet in my office with your attorneys
and your attorneys say that it is discretionary does that mean that
you are willing to release them? Because you are not prohibited
from releasing them.

Dr. PETZEL. If they tell me that they are releasable——

Mr. TURNER. That it is discretionary.

Dr. PETZEL. Beg your pardon?

Mr. TURNER. That it is discretionary within your discretion you
will use that discretion and release them.

Dr. PETZEL. I would have to then consider doing that, but that
is not what I have been told.

Mr. TURNER. You are not required to maintain the redaction and
you may release those documents.

So I would expect that you would use that discretion that you
have and release them based upon your testimony today.

And then my third question. You were answering on the redac-
tion and the release of the documents. Is it combined, both on the
issue of redaction and release the documents?

Dr. PETZEL. Correct.

Mr. TURNER. Okay. Thank you. Mr. Chairman, thank you for
your work on this.

The CHAIRMAN. Thank you, Mr. Turner. Mr. Bilirakis.

Mr. BILIRAKIS. Thank you, briefly. Thank you, Mr. Chairman, I
appreciate it.

Question for the panel. Should a person acquire an infectious dis-
ease and it is a result of a mistake by the VA health system, what
resources are available to that individual besides the legal rem-
edies that you mentioned?

Thank you.

Dr. PETZEL. That is an excellent question, Congressman.

First of all you can never establish for sure that it was associated
with the event or that it wasn’t associated with the event. The as-
sumption has to be that if they had a colonoscopy with what was
felt to be an unsterilized colonoscope and developed hepatitis C
that that was responsible, so we assume the responsibility for any-
body that is converted.

Two things are fundamentally available. They are eligible for
and will receive healthcare from us for as long as they need it for
the rest of their lives if that may be the case. Two, is that they
have a legal remedy insofar as they could file what we call a tort
claim and recover damages if the court indeed believes that there
is a relationship between our event and their disease.

So healthcare on the one hand, compensation on the other.
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Mr. BILIRAKIS. Does it require filing a lawsuit to receive any sort
of compensation?

Dr. PETZEL. In most instances, yes, but let me ask one of the peo-
ple here with me. I think that we may be able to service-connect
somebody who develops a disease because of something we did. Is
that correct? They believe so. Let me get back to you specifically
about that.

Mr. BiLiraKIS. Okay, please do.

Dr. PETZEL. I will.

[The VA subsequently provided the following information:]

The statutory provision at 38 U.S.C. § 1151 authorizes payment of com-
pensation for additional disability or death that is not the result of the Vet-
eran’s willful misconduct and is caused by hospital care, medical or surgical
treatment, or examination furnished to the Veteran under laws adminis-
tered by VA. To meet the qualifications of 38 U.S.C. § 1151, the proximate
cause of additional disability or death must be:

e Carelessness, negligence, lack of proper skill, error in judgment, or
similar instance of fault on the part of VA in furnishing the hospital
care, medical or surgical treatment, or examination; or

e An event not reasonably foreseeable.

VA may pay compensation under 38 U.S.C. § 1151 for disability resulting
from hepatitis B and C, as well as HIV, if there is competent medical evi-
dence of record showing that these conditions were proximately caused by
either carelessness, negligence, lack of proper skill, error in judgment, or
a similar instance of fault on the part of the VA in furnishing hospital care,
medical or surgical treatment, or examination.

Mr. BiLIRAKIS. Thank you. I yield back, Mr. Chairman. Thank
you.

The CHAIRMAN. Mr. Filner.

Mr.1 FILNER. Let me just go back to my original statement, Dr.
Petzel.

Again, you have said over and over that again that it is a failure
of leadership, and yet again, I think it is more bureaucratic defen-
sEnimess and secrecy. We don’t know that there has been account-
ability.

I think we need to work with you and your lawyers to develop
a new way to give us some assurance these issues are being han-
dled. What you have given us today gives us very little confidence
that these personnel decisions are being handled with some ac-
countability. You gave us three examples of something happening,
mainly retirement, or I forget what you called them. Three employ-
ees for all these years of problems?

Whether we can sit in executive session as a Committee and talk
to you about that, I don’t know. I think we have to examine that,
Mr. Chairman.

We need a new process here because you are standing on Civil
Service protections, you are standing on secrecy, you are standing
on legal matters, and yet I don’t care what the private sector does,
this is a public institution. We have to get trust and confidence in
a different way. The same legal remedies are not available to some-
one with regard to a public system any way. But I think we need
to have a discussion about how we do this. This is very, very unsat-
isfactory.

If you could tell us more and we could get more in a setting with,
perhaps, just the Chair and the Ranking Member of either the
whole Committee or a Subcommittee Executive Session. We need
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to figure out a way to get a better handle on this stuff, because we
can’t tell our constituents anything because we don’t know any-
thing. Even if we knew something it would help us to have con-
fidence, and know it has been taken care of. I can’t say that to any-
body right now.

So you need to find a way to give us the confidence to give our
constituents, and we would be happy to work with you. We need
a new way to do this and it is just not working the way it is.

Thank you, Mr. Chairman.

The CHAIRMAN. I thank you very much. Are there any other
questions of the Committee?

I thank the panel for being here today. There probably will be
some questions that will be sent for the record. We thank you for
your testimony.

If the second panel will begin coming forward. We have two more
witnesses here to be with us today. Dr. Michael Bell, he is the Dep-
uty Director of the Division of Healthcare Quality Promotion for
the Centers for Disease Control and Prevention (CDC), and Mr.
Anthony Watson, Director of the Office of Device Evaluation of the
Centers for Devices and Radiological Health for the Food and Drug
Administration (FDA).

We thank you both for sitting through the testimony from the
first panel and the questions. We thank you for being here today.

As you have witnessed, the patient safety incidents at VA med-
ical centers are complex and have wide ranging implications. I look
forward to hearing from you today on how we can take a com-
prehensive proactive approach to patient safety for our veteran he-
roes and for all Americans.

So with that, Dr. Bell, you are recognized for 5 minutes.

STATEMENTS OF MICHAEL BELL, M.D., DEPUTY DIRECTOR, DI-
VISION OF HEALTHCARE QUALITY PROMOTION, CENTERS
FOR DISEASE CONTROL AND PREVENTION, U.S. DEPART-
MENT OF HEALTH AND HUMAN SERVICES; AND ANTHONY D.
WATSON, BS, MS, MBA, DIRECTOR, DIVISION OF ANESTHESI-
OLOGY, GENERAL HOSPITAL, INFECTION CONTROL, AND
DENTAL DEVICES, OFFICE OF DEVICE EVALUATION, CEN-
TER FOR DEVICES AND RADIOLOGICAL HEALTH, FOOD AND
DRUG ADMINISTRATION, U.S. DEPARTMENT OF HEALTH AND
HUMAN SERVICES

STATEMENT OF MICHAEL BELL, M.D.

Dr. BELL. Good afternoon Chairman Miller, Ranking Member
Filner, and other distinguished Members of the Committee. I am
Dr. Michael Bell, Deputy Director of the Division of Healthcare
Quality Promotion at the Centers for Disease Control and Preven-
tion.

Thank you for this opportunity to discuss the important topics of
preventing healthcare associated infections and ensuring safe
healthcare nationwide.

Healthcare associated infections are infections that patients get
while receiving care. These infections range from those related to
highly specialized intensive care procedures down to infections
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caused by lapses in the most basic safe practices, for example,
reusing disposable syringes.

CDC estimates that roughly 1 in 20 hospital patients have
healthcare associated infection. These infections are often severe
and can kill people, and in hospitals alone they result in an esti-
mated $26 to $33 billion a year in excess costs. Fortunately we
know how to protect patients from many of these infections, and if
we can protect them then we must protect them.

Healthcare associated infections can occur in any healthcare set-
ting. These settings include hospitals, dialysis centers, ambulatory
surgical centers, and nursing homes.

Medical care that used to take place only in hospitals is now in-
creasingly being delivered in non-hospital settings. As that shift oc-
curs, we are seeing a growing number of outbreaks in those set-
tings. These are settings where infection control programs and
oversight are generally less rigorous compared to hospitals.

Today I will focus my remarks on healthcare associated infec-
tions that happen because of lapses in basic infection control.

Infection control refers to the established collection of rules and
procedures designed to prevent the spread of infection during
healthcare, including basic safe practices such as not reusing sy-
ringes or appropriately sterilizing or disinfecting equipment.
Lapses in those basic safe practices are entirely unacceptable.
These are never events. Unfortunately, we continue to see egre-
gious errors that have resulted in transmission of serious infec-
tions. As a result CDC is working in a number of ways to evaluate
the problem and launch prevention strategies to stop these lapses
from occurring.

CDC has worked with State and local health departments across
the country and identified numerous lapses in basic infection con-
trol over the past several years. Recent examples include using the
same syringe for more than one patient, accessing a shared vial of
medication with a used syringe, using contaminated equipment for
diabetic testing, inadequately cleaning and disinfecting medical
equipment, such endoscopes, and improperly reusing medical de-
vices like biopsy needle guides. Such practices are simply unaccept-
able, unfortunately they are happening across the spectrum of
healthcare, particularly in non-hospital settings. More must be
done to ensure that correct infection control practices are main-
tained wherever medical care is delivered.

CDC is actively engaged in eliminating these events. Our current
efforts include developing national infection control guidelines and
working with Centers for Medicare & Medicaid Services (CMS) to
ensure that they are followed, developing checklists for State and
CMS surveyors to evaluate facilities infection control practices, re-
sponding to outbreaks and emergent patient safety threats, edu-
cating healthcare personnel and patients about basic infection con-
:cirol requirements, and promoting the development of safer medical

evices.

Our ultimate goal is to ensure that all patients receive safe care
in every healthcare setting. We use CMS oversight and payment
policies to drive adherence to CDC’s infection control guidelines;
however, when there is a lapse in infection control patients must
be protected from harm. Local and state authorities are used to
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halt the unsafe medical practice. It is then necessary to identify
which individuals were exposed and to promptly notify them so
that they can receive appropriate care.

Sadly in the past 10 years, over 100,000 patients have had to be
notified that they were exposed to infection control lapse related to
the unsafe injections, even more patients have been exposed to
other areas such as improper sterilization of equipment.

Ensuring appropriate infection control in all healthcare settings
is a priority for CDC. Our public health system is crucial to ensur-
ing safe care for patients, providing a unified approach to imple-
menting infection control, monitoring safety, investigating and con-
trolling outbreaks, providing oversight and education, and re-
searching new ways to improve healthcare quality.

As we work toward elimination of healthcare associated infec-
tions, ongoing vigilance is needed as new healthcare settings and
changing technologies create new challenges to healthcare safety.
CDC continues to address those challenges working to ensure that
our patients are safe in every healthcare setting. We know how to
prote%{: patients from these infections; they can and must be pre-
vented.

Thank you for this opportunity to testify. I am happy to take any
questions you might have.

[The prepared statement of Dr. Bell appears on p. 67.]

The CHAIRMAN. Thank you very much, Doctor.

Mr. Watson, you are recognized.

STATEMENT OF ANTHONY D. WATSON, BS, MS, MBA

Mr. WATSON. Mr. Chairman, Ranking Member Filner, and Mem-
bers of the Committee, thank you for the opportunity to discuss re-
processing of reusable medical devices and the importance of ade-
quate reprocessing to protect patient safety.

Today, I will discuss the challenges to ensuring the safety of re-
processed medical devices and describe actions FDA is taking to ad-
dress those challenges.

Reusable medical devices are devices that are designed and la-
beled for use on multiple patients and are made of materials that
can withstand repeated reprocessing, including manual brushing
and the use of chemicals. Some examples of reusable medical de-
vices are surgical instruments, such as clamps and forceps;
endoscopes, used to visualize areas inside the body; and accessories
to endoscopes, such as arthroscopic shavers; and laparoscopic sur-
gery accessories, such as graspers and scissors.

All reusable medical devices can be grouped into one of three cat-
egories according to the degree of risk of infection associated with
their use. Critical devices, such as surgical forceps, semi-critical de-
vices, such as endoscopes, and non-critical devices, such as stetho-
scopes.

Adequate reprocessing of reusable medical devices is a critically
important step in protecting patient safety. Reprocessing is in-
tended to remove blood, tissue, and other debris to ensure that de-
vices are safe for the next patient use. Reprocessing can be both
labor-intensive and time-consuming, because most reusable medical
devices require a specific reprocessing regimen.
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In general, reprocessing reusable medical devices involves three
steps: initial cleaning which is at the point of use; transfer to the
reprocessing work area where the device is thoroughly cleaned; and
disinfection or sterilization, depending on the intended use of the
device, its risk of infection transmission, and the materials from
which it is made as well. The device is then stored or routed back
into use.

Many factors contribute to reprocessing difficulties, including de-
vice complexity, absence of best practices, user error, and poor in-
structions on how to reprocess.

Manufacturers, healthcare facilities, healthcare professionals,
and FDA share responsibility for reducing the risk of healthcare-
associated infections, or HAls, from inadequately reprocessed reus-
able medical devices.

HAIs are infections caused by a wide variety of common and un-
usual bacteria, fungi, and viruses during the course of receiving
medical care.

Under FDA labeling regulations, a device must have adequate di-
rections for use. This includes instructions on how to clean and dis-
infect or sterilize a reusable device to ensure that it is effectively
prepared for its clinical use.

FDA applies its unique position and expertise to reduce the risk
of infection from reusable medical devices by evaluating devices
prior to marketing, identifying device designs that facilitate proper
reprocessing, assuring that manufacturer instructions are clear,
and promoting collaboration among all stakeholders.

FDA also works with manufacturers to correct product problems
associated with reprocessed medical devices.

FDA expects manufacturers to design their devices to minimize
debris retention, provide complete and easy to understand reproc-
essing instructions, and validate the reprocessing protocols using
clinically relevant soil.

Healthcare institutions should periodically assess infection con-
trol practices in clinical areas, ensure that those responsible for re-
processing understand the importance of the job, and are given the
necessary training to perform it properly. Reprocessing staff should
understand the distinct and separate steps of reprocessing, and
they should follow reprocessing instructions provided by device
manufacturers.

Physicians and nurses should consider that reprocessing plays a
role in device performance and follow up with the appropriate
chain of accountability, such as reporting adverse events that may
be related to inadequate reprocessing, following guidelines estab-
lished by professional societies, and communicating with manufac-
turers regarding labeling issues and ease of reprocessing.

While FDA believes that the risk of acquiring an HAI from a rea-
sonable device is relatively low and that the benefits of these im-
portant devices outweigh their risks, we are taking a collaborative
approach toward improving the reprocessing of reusable medical
devices.

On April 29th, 2011, FDA launched the Reusable Medical De-
vices Improvement Initiative to reduce the risk of HAIs from inad-
equately reprocessed medical devices.
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FDA’s approach to addressing reprocessing problems focuses on
collaborating with other government agencies, manufacturers,
healthcare facilities, and healthcare professionals to strengthen all
steps in reusable device reprocessing by fostering improved, inno-
vative device designs to reduce debris retention, strengthening the
science of cleaning and high-level disinfection or sterilization of
medical devices, and ensuring that healthcare facilities properly
perform cleaning, disinfecting, and sterilization.

Specifically, FDA has issued revised draft guidance that updates
and clarifies the recommended content of and review procedures for
medical device applications concerning the labeling instructions for
reprocessing reusable medical devices.

In addition, this draft document provides more detail about
FDA’s recommendations for the validation of processes intended to
support reprocessing.

We have also announced a public meeting to be held on June 8th
and 9th to bring together key stakeholders, including industry user
facilities, standards organizations, healthcare accreditation organi-
zations, government agencies, and professional societies.

This is the first in a series of conversations between FDA and re-
usable device stakeholders to discuss factors effecting the reproc-
essing reusable medical and FDA’s plans to address the identified
issues.

Finally, FDA has developed a Web page that provides general
outreach about reprocessing of reusable medical devices to educate
consumer and healthcare professionals.

Reducing the risk of infection from reusable medical devices is
critical to protecting patients and is a shared responsibility. By
using its unique vantage point, FDA is helping to address current
problems with reprocessed devices while facilitating improvements
in innovative design in the next generation of these devices.

Mr. Chairman, this concludes my formal statement. I will be
happy to address any questions you may have.

[The prepared statement of Mr. Watson appears on p. 71.]

The CHAIRMAN. Thank you very much, Mr. Watson. Is it safe for
me to assume that VA has been invited to your June workshop?

Mr. WATSON. Absolutely.

The CHAIRMAN. Thank you. Do you see a need for research into
technologies to develop indicators to improve the ability to monitor
the quality of reprocessing of reusable medical equipment?

Mr. WATSON. One of the elements we have introduced in our ini-
tiative yesterday was a draft guidance. I apologize that was actu-
ally Friday. That draft guidance contains information or method
validation and labeling for these devices.

In that guidance we talk about the science of reprocessing, we
get into the steps for reprocessing, we talk about different methods
of validation, and by doing that we hope that users will be able to
take that information and use it to improve their processes.

So our role as we see it is to help facilitate communication to
help ensure that the right information is out there for the devices,
and as well to help the manufacturers produce excellent labels so
that people can understand what they are actually trying to do in
the reprocessing area.
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Specifically we have also included information in there that in-
cludes a human factors evaluation where users actually have to use
the labeling to determine whether they can reprocess the device
properly.

So our role as we see it is to help facilitate that communication,
that is what the workshop is about on June 8th and 9th.

The CHAIRMAN. And I would like to ask one question for both of
you to answer. Mr. Watson, if you would answer it first.

What lessons are to be learned from VA’s experience with large
scale adverse event disclosures?

Mr. WATSON. Well, I think what we have observed from the VA
is not uncommon as some other Members of the Committee have
mentioned earlier.

We have learned that we need to improve the labeling of these
devices to make sure that people can use them properly. And
again, I will say that by doing so we can help people do a better
job of actually reprocessing these devices.

The communication that we would like to have in the June 8th
and 9th workshop will also allow us to get other perspectives, by
the way that guidance that we put out is a draft so we are asking
for comments back on that. We are hoping that we can get some
more communication in that workshop from all stakeholders we
have, not only the VA, we have other healthcare organizations ar-
riving, we have accreditation organizations like JCO, for example,
the Commission is going to be there, and we are also hoping that
users and medical device manufacturers will be there so that they
can have a dialogue on the actual ground-level problems that they
are seeing. By doing so, we can help those manufacturers come up
with better device designs.

Some of the device designs that are out there right now don’t fa-
cilitate reprocessing. They might have narrow lumens that make it
difficult to clear, they might have hinges, they might have rough
surfaces on the inner lumens that collect debris.

So we are hoping that by having this dialogue we can lay the
ground work for future device designs to come out that will help
facilitate those folks in the hospitals to do a better job.

The CHAIRMAN. Dr. Bell.

Dr. BELL. Unfortunately I think one of the most striking things
related to what we have heard about today is that it is not unique
to the VA system. It is emblematic of healthcare in the United
States. We are seeing lapses in basic practices across the county
and in Canada as well. This is something that needs to be tackled
systematically.

I think that the benefits of being able to work through something
like this include having an opportunity to deliver better products
to the users. We have been able to take our long-standing guide-
lines, and this is nothing new in terms of science, but those guide-
lines are now packaged in handy tools for CMS surveyors to use
when they actually look at facilities. The same tools are being used
by the Joint Commission.

It is striking to me that a facility that was shut down in Nevada
a couple years ago was shut down 3 months after it passed with
flying colors from a local inspection. The problem there is that they
are inspecting many of the wrong things. They are looking at fire
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extinguishers and hallway widths, all of which are fine, but they
are not looking at some of the critical issues about infection safety
and other safe medical practices.

Being able to translate our guidelines into useful tools to put into
the hands of the surveyors is one way that we are making use of
these unfortunate examples.

Being able to build the guidelines into CMS payment policies so
that at a broader level we are able to enforce adoption of these
guidelines with fiscal authorities, that is a second way that we are
seeing some benefit here.

With regard to the notification issue we were asked for input
from the VA and we provided that. Related to that we also were
able to do some consumer outreach and find out what people really
wanted to hear about and how they wanted to hear it. That is
something that we have published on now.

And then lastly we convened an ethics group to understand all
of the ramifications of notification, including when is the notifica-
tion something that could be harmful and how do you get around
that harm to ensure transparency?

The CHAIRMAN. Thank you. Mr. Filner.

Mr. FILNER. Thank you for your testimony today. For the record,
I would like to note that Secretary Petzel and his staff are all in
the room. Thank you for staying. I was always frustrated when the
VA folks would testify and then walk out and never listen to the
other testimony. So thank you for being here and listening to the
other witnesses.

I assume you were here for the earlier testimony. My senses was,
and tell me if I am right or wrong, but the issues that we are deal-
ing with here today are not primarily those of either the science
or the procedures. We have the procedures, and Dr. Petzel ex-
plained nine levels of oversight to make sure that when mistakes
occur we get those new policies in place. That is not my sense of
where the problem is.

My sense is still in the accountability and the way we commu-
nicate. We are a public institution, and we have to handle things
in a different way than in the private sector and how we notify not
only the patients, but the public at large and the stakeholders.

I don’t know what your sense is that because in all these cases
that we heard, and I have been to most of the hospitals, the prob-
lem was whether the employees were implementing good policies or
not or whether they were covering up those incidents. Those be-
came the problems. I think the public understands that mistakes
are going to be made, they just want to have honesty about it.
What is the risk, what do I do to treat it, and let us get on with
it. Not that mistakes won’t get made.

I don’t know what your sense is, if you want to comment on that.
I am harping on the accountability because I think that is where
the problem is.

Dr. BELL. Well, if I may, I will say that what you are describing
is an important transformation to a culture of safety. This is some-
thing that is important across the healthcare system in this coun-
try.

There was a time when infection prevention was presumed to be
the job of an infection control nurse and that that individual would
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take care of. In fact it is everybody’s job. Anybody who has any con-
tact with a patient is responsible to ensure that individual’s safety.
And having that be understood throughout a healthcare system is
one of the major goals and challenges that we face right now.

When you talk about accountability hand in hand with trans-
parency we want a system where any individual can stop a process
cold and say, no, what I just saw was a mistake, we have to stop
that. We have seen that work.

Shortly after the public was notified in the newspaper of syringe
reuse mistakes there was a Secretary in a clinician’s office who
watched the physician start to reuse a syringe and say I just read
that that is wrong. We have to stop doing that, and by the way we
should notify the health department.

So that kind of culture of accountability and safety is something
that I think needs to increase throughout our healthcare system.

Mr. WATSON. I would like to add to that if I could. So I would
like to echo Dr. Bell’'s comments, and I would like to say that it
is not only an issue of not being able to communicate properly or
lack of leadership, it is also unfortunately a lack of knowledge and
understanding of the process and the procedures. There is some
science, the science is well known, but not to everybody.

I think there is some element of understanding the importance
of what needs to be done as well. For our part, what we have been
trying to do is help propagate that message of the importance of
doing the right thing all the time and ensuring that the folks that
are going to be responsible for cleaning these devices actually have
something less complex that they can actually clean.

We heard from Dr. Petzel that they were reducing the number
of devices in their hospital, that all the people would have to learn
how to reprocess. That is a very important step. One of the things
that we talk about is reducing the complexity of the reprocessing
system.

I think it is more than just goes to leadership, it actually goes
to fixing the system, making sure that we can all communicate
properly and that we all take our responsibility for the links that
we put in the chain to correct the system, and that is what we are
trying to do right now. And I believe from what I have heard that
it is also what VA and CDC have done. We have had communica-
tion about various topics, not just this issue, where we are trying
to close the loop on that.

Mr. FILNER. Thank you very much. Thank you, Mr. Chairman.

The CHAIRMAN. Mr. Bilirakis.

Mr. BILIRAKIS. I have no questions, they were already asked.

The CHAIRMAN. Ms. Buerkle.

Ms. BUERKLE. Thank you, Mr. Chairman. Thank you both for
being here today. Just a question to Dr. Bell.

What guidance do you think the CDC could provide for risk man-
agement?

Dr. BELL. By risk management do you mean in terms of pre-
venting these problems?

Ms. BUERKLE. Yes.

Dr. BELL. We have actually just produced a consolidated docu-
ment that takes all of the existing guidelines, which admittedly are
substantial, and condenses them down for the use of ambulatory
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care settings where many of these errors are occurring. That is now
up on the Web site and is a nice 12-page synopsis of the minimum
expected standards for safe practices.

I think we are recognizing increasingly that having a large sci-
entific document sitting on a Web site is not good enough and that
we need to produce easy, simple, straight forward things.

We are also partnering with organizations like the Safe Injection
Practices Coalition to produce useful graphic materials and tri-fold
pamphlets and so on, posters, that individuals can use at the site
of care as reminders for care providers.

So I think there are many ways that we can reduce risk by push-
ing the information. As Mr. Watson said, it is not a lack of informa-
tion, it is that the people doing the practices don’t always have it.

Ms. BUERKLE. And just if either one of you know the answer to
this question.

What percentage of instruments that are used on an ordinary
basis in a hospital are disposable versus reusable?

Mr. WATSON. I don’t have that information. We have try to go
back and find that out though if you would like.

[The FDA subsequently provided the following information:]

According to our database, the Food and Drug Administration (FDA or
the Agency) has cleared approximately 232 devices that are intended to be
reprocessed since 1980. These are various devices such as endoscopes, (e.g.,
bronchoscopes, duodenoscopes, and colonoscopes), endoscope accessories,
forceps, arthroscopic shavers, etc. However, this number cannot be consid-
ered comprehensive because there are limitations to the information. For
example, our databases have not always had the ability to track devices in-
tended to be reprocessed. Also, this number could include devices that have
been modified and provided to FDA under a new submission. Therefore,
this number would include duplicates. Another challenge is that not all de-
vices require a submission to FDA. For example, most of the reusable man-
ual surgical instruments are Class I exempt and are reusable. They do not
need a submission to FDA to go to market.

Regarding disposable devices, the percentage in use in hospitals depends
on what one calls “disposable.” Some devices are comprised of both reusable
and disposable components, making a calculation for the percentage in use
rather difficult. For example, scalpel handles are reusable, but their blades
are single use, disposable. Large bore biopsy needles may be reusable but
most narrow lumen needles are single use, disposable. Endoscopes used
during surgery are reusable, but their connecting tubing—to deliver and
drain irrigation fluid, is disposable. There are perhaps a hundred, if not
more, 510(k) clearances for the reusable rigid sterilization trays and con-
tainers which hold the reprocessed manual surgical instruments. Most of
the more recent submissions have multiple models of trays in different sizes
and shapes, with different internal configurations to hold specialized instru-
ments in some cases.

Ms. BUERKLE. That would be helpful.

And as a followup to that, of those that are reusable which ones
pose the most significant problems, and what are the ones? Obvi-
ously not all of reusable instruments probably have the same occur-
rence as with complication, so if there is any way to find out which
are the ones most responsible for these problems that would be
helpful as well.

Mr. WaTsoN. Well, if I may, we are actually doing that research
to get that information, because one of the things we want to do
is be able to help manufacturers understand which of their devices
are most at risk. But we do know some of the device design issues
that play into that and I kind of mentioned some of those earlier,
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narrow lumens, devices that have rough surfaces on the inside that
retain debris. If that debris happens to dry out and they don’t clean
it properly and it happens to dry it is very difficult to get out at
a later date and it might actually still be there further down the
line, devices that have attachments to them they collect debris, and
scl)metimes there are issues chemicals and material compatibility
also.

So we are actually studying device designs that we know are
problematic, and in fact we have partnered with the University of
Michigan, and they are doing a two-phase study for us. They are
actually looking at device designs that might cause problems, and
there will be some interesting information coming back on that,
and they are also looking at reprocessing instructions, that is the
next phase at very specific devices looking at the reprocessing in-
structions to see if those reprocessing instructions make sense and
they can actually be followed.

So we will hopefully have more information on that at a later
date, but we are looking at that right now.

Ms. BUERKLE. Very good. Thank you very much. I yield back my
time.

The CHAIRMAN. Thank you very much. Any other further ques-
tions? If not we thank you. We do have some followup questions
that will be submitted for the record.

All Members will have 5 legislative days to revise and extend
their remarks and submit questions for the record if desired.

Thank you very much for being here, we thank VA for being here
today, and we have votes coming up in just a moment, so if there
is no further business this Committee meeting is adjourned.

[Whereupon, at 1:04 p.m., the Committee was adjourned.]
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Prepared Statement of Hon. Jeff Miller,
Chairman, Committee on Veterans’ Affairs

The Committee will come to order.

Good morning and welcome to today’s Full Committee hearing “Sacred Obligation:
Restoring Veteran Trust and Patient Safety.”

Before we begin, I would like to ask unanimous consent for our colleagues Lacy
Clay from Missouri, Jerry Costello from Illinois, Blaine Luetkemeyer from Missouri,
Ros-Lehtinen from Florida, John Shimkus from Illinois, Mike Turner from Ohio, and
Frederica Wilson from Florida to sit at the dais and participate in today’s pro-
ceedings.

Hearing no objection, so ordered. Thank you all for joining us.

We, as a Nation, put our trust in the men and women who serve in our Armed
Forces to protect us and our freedoms. And, in return, our servicemembers put their
trust in us to provide them with the highest quality healthcare.

However, incident after incident of serious patient safety violations in VA medical
facilities across the Nation in locations such as Dayton, St. Louis, and Miami, re-
sulting in thousands of veterans across the country receiving notification of their po-
tential risk for infectious diseases like HIV and hepatitis, shatters the very trust
veterans should have in us.

After each of these incidents, the VA assured Congress, and the country, that it
was aggressively addressing patient safety issues and never again would a veteran’s
trust be compromised by lapses in quality care at a VA medical facility. And yet,
each patient safety incident has seemingly led the way for the next “lessons
learned” and the unacceptable and inexcusable revelation that the patient safety
culture in VA is fractured and accountability and leadership at the helm are lacking.

The time for talk is over. VA must confront these issues head on, deepen the obli-
gation to care for the veterans affected by these incidents, and make the necessary
changes within the VA healthcare system to prevent any future incidents that
would put veteran patients at risk.

To that end, at this hearing today we will address in depth the efficacy of VA’s
patient safety policies and VA leadership’s ability to provide adequate oversight of
its medical facilities.

Further, we will explore the development of proactive strategies for addressing
the issues that underlie the lapses we've seen in patient safety including the need
for: (1) improvements in reprocessing of reusable medical equipment; (2) systematic
ways for VA to limit the activities of suspect practitioners; and (3) better and more
consistent risk management and notification processes for veteran patients when in-
cidents do occur.

It is unconscionable that any one of our veterans should ever be exposed to infec-
tious diseases because of the care they receive at a VA medical facility.

I want to assure all of you that this Committee will be tireless in its oversight
to ensure that VA lives up to its creed to provide only the very best and the very
safest care anywhere.

I thank you all for joining us for this important and ongoing discussion.

Before I yield to the Ranking Member, I'd like to remind witnesses that testimony
is due no later than 48 hours in advance of a Committee or Subcommittee hearing.
I am told the DAMA Subcommittee did not receive VA testimony until late yester-
day in preparation for today’s 8:00 a.m. hearing. That is inexcusable.

In addition, I and other Committee Members submitted a series of questions 7
weeks ago in relation to VA’s FY 2012 budget request, yet no responses have been
received. I would ask those here from VA today to please convey my disappointment
about this performance and my expectation that things will improve in the very
near future. I yield to the Ranking Member.

——

(49)
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Prepared Statement of Hon. Bob Filner,
Ranking Democratic Member, Full Committee on Veterans’ Affairs

Good morning. I would like to thank everyone for attending this important hear-
ing today.

The purpose of today’s hearing is to gauge VA’s response to several recent inci-
dents that profoundly affect veterans due to the failure of some to follow policies,
procedures and protocols that have been put in place to prevent such occurrences.

We are also going to look at what measures have actually been implemented to
ensure that these types of lapses do not happen again.

Mr. Chairman, I have to say, and I think you would certainly agree that we have
been here before! Please indulge me in my brief chronology of events.

In December 2008, we were notified of improper reprocessing of endoscopes which
put thousands of veterans in Murfreesboro, Mountain Home Tennessee, and Miami,
Florida, at possible risk of hepatitis and HIV.

In February 2009, another 1,000 veterans in Augusta, Georgia, received notifica-
tions that they were at risk for hepatitis and HIV because of improper processing
of ear, nose, and throat endoscopes.

In July 2010, this Committee held a field hearing in St. Louis, Missouri, a hearing
you attended Mr. Chairman, along with many of our colleagues today, after we had
learned of lapses in protocol with the cleaning of dental equipment which put at risk
1,800 veterans.

The most recent notification, the egregious incidents at Dayton, Ohio, affected
over 500 veterans and involved a whole host of problems. The findings beg the ques-
tions of proper accountability, effective oversight and enforcement of clear policies
and procedures.

Policies and procedures that are sometimes not followed—or worse—get com-
pletely ignored. I would like to know, where is the strong, proper leadership and
effective communication that is critical when you are entrusted with the care and
well being of our Nation’s veterans.

Let me point to another big concern as a result of these incidents and that is the
absolute need for effective communication within the management ranks and below.
I am sure the Secretary of Veterans’ Affairs would agree with me on this.

Clearly, VA has had issues with ensuring the sterility of reusable medical equip-
ment in the past and now, other patient safety issues have come to light, as evi-
denced in the continuing problem of veterans being vulnerable to infectious diseases
due to the problematic, yet prevalent, issue of lack of following sound agency guide-
lines and policies concerning patient safety.

In addition to what has been looked at over the past 3 years, I am strongly dedi-
cated to the need for ensuring that we do everything possible so that this does not
happen again.

And, as we are all aware, VA has a higher commitment and a moral compact to
provide the utmost level of care possible. It is this Committee’s responsibility to en-
sure that VA has the proper resources to fulfill that mission.

I would like to acknowledge and want to recognize the VA’s excellent healthcare
services and the dedication of the vast majority of their staff.

I would also like to acknowledge the work they have done to mitigate the issues
at hand. We know it has not been easy.

I look forward to hearing today’s testimony.

———

Prepared Statement of Hon. John Barrow

Thank you Chairman Miller and Ranking Member Filner for holding this hearing
on restoring the trust our veterans have in VA’s services. We can’t keep those prom-
ises if veterans don’t trust that VA’s facilities and services are safe.

This is an issue that hits close to home for the veterans in my district. The Char-
lie Norwood VA Medical Center in Augusta, GA has been found out of compliance
of VA’s sterilization process in 2008, 2009, and 2010. They have had to warn vet-
erans that they may have been infected with diseases because of unclean ear, nose,
and throat utensils. As recently as November, the Charlie Norwood VA Medical
Center had to halt all elective procedures because they were not following the prop-
er sterilization procedure.

Just 2 weeks ago, The American Legion inspected the Charlie Norwood VA Med-
ical Center in Augusta, GA. The Legion found what we already know: like many
VA facilities throughout the Nation, the Charlie Norwood VA Medical Center has
been under the supervision of an “Acting Director” for several months. Without a
permanent director a VA hospital does not have the long term leadership to initiate
the reforms to ensure high quality, safe, and reliable care. And until veterans can
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trust that the care they receive is high quality, safe, and reliable we aren’t keeping
the most basic promise to them.

I look forward to the testimony of today’s witnesses, and I hope we can identify
specific solutions to specific problems, like having too many “Acting Supervisors” in
positions that require long term accountability.

———

Prepared Statement of Michael R. Turner,
a Representative in Congress from the State of Ohio

Chairman Miller, Ranking Member Filner, I would like to thank you for your
leadership on this issue. Your responsiveness to my request to visit the facility in
Dayton and decisiveness in holding this vitally important hearing are a testament
to your dedication to our Nation’s veterans.

Along with the many other tragic issues addressed in today’s hearing, the events
that transpired at the Dayton VA Dental Clinic are extremely disconcerting because
they further illustrate systemic problems in the medical system that provides care
for our Nation’s veterans. The dentist in question violated infection control stand-
ards for nearly two decades. During a significant period of this time he did so with
the knowledge of many fellow employees and some supervisors. In failing to report
these problems the clinic needlessly put thousands of veteran lives at risk. Several
patients have tested positive with hepatitis, and I, along with a panel of healthcare
professionals, believe that many more are at risk and should be notified and tested.

Last week, I participated in a field hearing with Senator Brown under the juris-
diction of the Senate Veterans Affairs Committee on this same issue. As I discussed
there, it is important for the community to become involved in this process because
they were the victims and their input will be vital in reestablishing the community’s
trust. In an effort to ensure the safety of all the identified victims and potentially
unidentified victims, the Greater Dayton Area Hospital Association (GDAHA) has
reached out to the VA to help in this process. GDAHA is empaneled by a group of
local physicians and has the community interests in mind.

During the course of their investigation GDAHA recently published an interim re-
port in which they disagreed with the VA’s decision to limit the look-back period
to 1992. Instead the group concluded that the VA should notify and test all patients
seen by the DIQ, to include the next-of-kin of deceased patients. Their independent
conclusions were made with a view towards the best interest of the patients and
community and were free from the influence of VA leadership. I have submitted this
information to Secretary Shinseki and requested that he adhere to their rec-
ommendations. I hope that he will choose to enact these recommendations in order
to p}l;ot%(j{ those that may have been exposed and help restore the community’s faith
in the .

While I appreciate the investigations that have been conducted by the VA, T would
like to point out that internal constraints placed on the OIG investigative team
bring the findings of their investigation into question. I am concerned that the scope
of the OIG investigation was limited by an inability to interview key witnesses. As
the report itself states, the OIG investigative body was unable to interview several
key witnesses simply due to their retirement. These witnesses included the original
SOARS complainants, a fellow dentist and the facility’s Chief of Staff. Their exclu-
sion from the evidence gathering process devalues the OIG’s findings significantly
and raises a very serious question.

Simply stated: What kind of system does the VA have in place where the leadership
can evade investigative processes simply by opting into retirement? The ultimate con-
sequence of this model is that veterans and their families carry the scars and the
taxpayers carry the debt while the responsible individuals walk away into com-
fortable retirement without accounting for their negligence.

This system is broke and it needs to be fixed. The VA and Congress share a re-
sponsibility to provide the greatest amount of protection for all the potentially af-
fected veterans and their families. In light of this, I concur with GDAHA’s rec-
ommendations that the VA should notify and test all patients seen by the DIQ, to
include the next-of-kin of deceased patients. I also take issue with the underlying
rationale to limit the scope of the testing.

In moving forward, I hope that the VA will make a greater effort to work with
Congress and the community to ensure that all potentially affected victims are noti-
fied and tested. Further, I would like the VA to work in concert with regional stake-
holders to identify the underlying problems that allowed this tragedy to happen, and
devise a solution that will prevent it from ever happening again. In order to accom-
plish this, the VA should conduct an open and transparent process that includes in-
formation sharing with GDAHA and the community.
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After all, our country has thousands of young men and women that are making
as great of a sacrifice as any generation before them. We need to make sure that
they have the peace of mind to know that if they need help when they are done,
there will be a fully functioning and competent VA here to give them that help when
they need it. Further, we need to ensure that a system is in place that holds the
leadership accountable for their actions and does not allow them to simply walk
away at the first sign of trouble. This leadership from the rear mentality has no
place in the Department of Veterans Affairs and is particularly shameful in an envi-
ronment built to care for those veterans that kept our country safe and free.

————

Prepared Statement of Hon. Jerry F. Costello,
a Representative in Congress from the State of Illinois

I would like to thank Chairman Miller for holding today’s hearing to examine re-
peated lapses in patient safety at U.S. Department of Veterans Affairs (VA) facili-
ties. I look forward to hearing about the underlying issues causing these failures
and what changes were implemented to ensure they do not happen again.

As T have said on numerous occasions, the dedicated efforts of VA employees and
their strong commitment to quality care are an example of our country’s sincere
promise to look after the brave men and women who have protected our Nation for
over two centuries. Their compassion and expertise are an asset to the VA and I
encouraige the employees to remain diligent about communicating discrepancies in
protocols.

Many of my constituents receive medical care from John Cochran Veterans Med-
ical Center (VAMC) in St. Louis, Missouri, which was the subject of a July 2010
field hearing to examine lapses in cleaning reusable dental equipment. This occur-
rence was disturbing by itself—putting the health of 1,812 veterans at risk—but to
know that it is one of many instances in which the VA has failed to perform the
basic duties of its daily operations is truly shocking. For example, a March 7, 2011,
VA Office of Inspector General (VA OIG) report on a site visit to John Cochran
VAMC noted numerous inconsistencies remained after the July hearing, ranging
from the unavailability of manufacturer’s instructions on how to clean reusable
medical equipment (RME), insufficient staff training, and inadequate oversight.

Several other reports and investigations by the VA OIG and the General Account-
ability Office (GAO) have also identified continued breakdowns in management
practices for VA and facility leadership. Despite the fact that both the VA OIG and
GAQO indicate that policies and directives are in place, we are holding another hear-
ing reﬁarding repeated oversight and compliance failures that put patient safety in
jeopardy.

These occurrences must stop and I implore the VA to work with Congress to im-
plement the proper training and oversight necessary to limit these occurrences in
the future, as we have been promised several times would happen by VA officials.

Patient safety remains our top priority and our veterans deserve the very best
care available. Congress has a sacred obligation to ensure the VA has the resources
necessary to fulfill this promise.

I look forward to today’s testimony.

———

Prepared Statement of Hon. Robert A. Petzel, M.D.,
Under Secretary for Health, Veterans Health Administration,
U.S. Department of Veterans Affairs

Chairman Miller, Ranking Member Filner, and other Members of the Committee.
Thank you for the opportunity to discuss the Department of Veterans Affairs’ (VA)
patient safety policies and strategies that build trust and ensure the safe and com-
passionate care of our veterans. I am accompanied today by Robert Jesse, M.D.,
Ph.D., Principal Deputy Under Secretary for Health; William Schoenhard, Deputy
Under Secretary for Health Operations and Management, George Arana, M.D., Act-
ing Assistant Deputy Under Secretary for Health for Clinical Operations, and An-
drea Buck, M.D., Acting Chief Medical Officer.

First and foremost, I would like to apologize on behalf of the Department to those
veterans who have been affected by a lapse in patient safety practices at any of our
facilities. The greatest commitment of every VA employee is the well-being of our
veterans. In the Veterans Health Administration (VHA), from the housekeeper, who
ensures each patient’s room is clean, to the Under Secretary for Health, we are
united in a common mission to protect and provide quality healthcare for those who
served to defend this Nation.
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When a lapse in patient safety practices occurs, it is VA’s fundamental belief that
we must be open and transparent with regard to our mistakes and any necessary
actions that may result. This can result in disclosing medical events even when not
a common practice by others in the medical community. For example, in 2010, The
New England Journal of Medicine published an article noting that large-scale ad-
verse events in medical settings are not uncommon; the article described in detail
VA’s disclosure policies and concluded, “The VHA policy represents a valuable re-
source for all healthcare institutions.”! We carefully consider the effects of any dis-
closure, but our practice is to provide more information to our veterans in an abun-
dance of caution, even if the risk to their health is low.

We are particularly concerned about any event where veterans are put at risk be-
cause we believe we provide excellent care, and we have the data to support that
belief. Despite caring for patients that are, on average, sicker, older, and less afflu-
ent than the general population, VA’s performance overall exceeds the best U.S
healthcare systems. Our data collection and publication program is unprecedented
in U.S. healthcare, as we report more data about our programs online than anyone
else. As the Wall Street Journal observed in March 2011, “This usually comprehen-
sive sort of consumer information on medical outcomes remains largely hidden from
the tens of millions of Americans outside the VA system.”2 Professional publications
and the mainstream media have recognized and lauded our accomplishments in pro-
viding the best integrated healthcare in the country. Recently, The New England
Journal of Medicine published an article praising our programs to reduce health-
care-associated infections by methicillin-resistant Staphylococcus aureus (MRSA), a
bacteria known to be resistant to most antibiotics.3 In the words of a New York
Times editorial about this study, “If other hospitals could replicate the effort, thou-
sands of patients might be saved from needless infections acquired after they en-
tered the hospital.”4

These accomplishments are significant, but they are not, and never will be,
enough. We owe it to our veterans and ourselves to continually strive to be better.
We must be the veteran-centric, results-driven and forward-looking organization the
Secretary has called us to be. This means we will continually learn how to do our
jobs more effectively, more efficiently, and more compassionately.

My testimony today will provide an overview of our quality and patient safety pro-
grams. It will then describe our practices for standardized reprocessing of reusable
medical equipment; our systematic approach to limiting the activities of suspect
practitioners through rigorous credentialing and privileging, as well as peer review;
and risk management and notification processes for veterans.

VA Quality and Safety Programs

VA is committed to providing the safest and highest quality healthcare for vet-
erans. We have established a wide array of innovative and comprehensive programs
to measure, analyze, improve and report on all aspects of healthcare quality and
patient safety. We have published an annual report on each facility’s quality and
safety performance since 2008, and these reports are available online (http:/
wwwl.va.gov/health/HospitalReportCard.asp). The 2010 report includes new met-
rics, such as medical and surgical outcomes data, as well as a detailed analysis of
VA’s safety reports. We have identified six domains in line with the Institute of
Medicine’s recommendations for quality in healthcare: effective, equitable, safe,
timely, patient-centered, and efficient. We have been an early adopter of perform-
ance measurement and improvement because we at VA have a special responsibility
to maintain the trust of the veterans we serve and the public at large.

All eligible VA facilities and programs have been accredited by The Joint Commis-
sion, and over 200 programs were accredited by the Commission on Accreditation
of Rehabilitation Facilities. The Joint Commission’s accreditation is nationally rec-
ognized as a symbol of quality and is considered one of VA’s major external quality
reviews. Joint Commission accreditation confers recognition that VA healthcare or-
ganizations meet certain standards of quality and safety, as well as compliance with

1Denise M. Dudzinski, Philip C. Hébert, Mary Beth Foglia, and Thomas H. Gallagher. “The
Disclosure Dilemma, Large Scale Adverse Events.” The New England Journal of Medicine. Vol.
363, no. 10. September 2, 2010. P. 978-986, p. 984.

2Thomas M. Burton. “Data Spur Changes in VA Care.” The Wall Street Journal. March 29,
2011. Available online: http:/online.wsj.com/article/SB10001424052748703512404576208812390
820304.html.

3 Rajiv Jain, et al. “Veterans Affairs Initiative to Prevent Methicillin-Resistant Staphylococcus
aureus Infections.” The New England Journal of Medicine. Vol. 364, no. 15. April 14, 2011. P.
1419-1430.

4The New York Times. “Hospitals Shouldn’t Make You Sicker.” April 17, 2011. Available on-
line: http://www.nytimes.com/2011/04/18/opinion/18mon3.html.
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healthcare quality standards of payors. The Commission on Accreditation of Reha-
bilitation Facilities reviews VA programs designed to provide specialized treatment
and quality rehabilitation to veterans with disabilities. Various specialty programs
are also often reviewed and accredited by boards with expertise in those disciplines.
We estimate that more than 4,100 site visits occur at VA healthcare facilities each
year to support approximately 2,000 total accreditation reviews and inspections.

According to the Healthcare Effectiveness Data and Information Set (HEDIS), VA
facilities provided high quality outpatient medical care and compared favorably with
the top performing health plans in the Nation. When looking at disease-specific
healthcare within inpatient settings, VA also compares favorably with the best hos-
pitals in the Nation on core indicators of quality that are published on Medicare’s
Hospital Compare Quality of Care Web site. The rates of hospital-acquired infec-
tions at VA were generally low when compared with national averages according to
the Centers for Disease Control and Prevention. Many VA facilities report rates that
match or are lower than the top 10 percent of reporting hospitals in the country
(lower infection rates are better). High quality outpatient care was available to vet-
erans regardless of where they lived. Women veterans receive gender-specific care
that substantially exceeds care available in non-VA healthcare systems.

There are several programs that have proven instrumental to VA’s success in
overseeing quality care. First, VA’s Surgical Quality Improvement Program
(VASQIP) monitors surgical procedures and tracks risk-adjusted surgical outcomes,
including complications (morbidity) and mortality rates. VASQIP analyzes aggregate
patient data from surgical outcomes of 124 VA facility surgical programs using
mathematical models to predict an individual patient’s expected outcome based on
the patient’s pre-operative characteristics and the complexity of the surgical proce-
dure being performed. This calculated expected outcome is then compared to an ob-
served outcome on a regular basis. Facilities with an observed adverse outcome that
significantly exceeds expected outcomes undergo a quality improvement assessment
to identify specific issues that require resolution to enhance patient safety. This
kind of monitoring has resulted in reductions in patient morbidity and mortality
across the organization. VASQIP was developed more than 15 years ago, and the
Amﬁrican College of Surgeons now offers a similar program to private sector hos-
pitals.

Another effort is VA’s National Center for Patient Safety (NCPS), which was es-
tablished more than 10 years ago to improve the quality and safety of care we pro-
vide. One key process that NCPS uses when an adverse event or a “close call” hap-
pens is a root cause analysis (RCA) to identify the basic or contributing causal fac-
tors. This is an interdisciplinary review process that focuses primarily on systems
and processes, rather than individuals, to determine what actually or almost went
wrong. These investigations can identify changes that should be made to either re-
design or develop our practices and reduce the risk of a similar event in the future.
Approximately 40 percent of RCAs are done on events that produced little or no
harm to patients. This is a testament to VA’s developed culture of safety, as it re-
flects the willingness of staff to identify close calls for review and analysis. The five
most common subjects for an RCA include falls; delays in treatment, diagnosis, or
inpatient surgery; “high alert” adverse drug events; unexpected deaths (other than
suicide); and outpatient suicides. Both The Joint Commission and VA require an
RCA to be completed within 45 days; as such, we track the timeliness of these inves-
tigations, and we have shown continued improvement over the last several years in
completing these in a timely manner.

Finally, VA has recently begun publishing detailed quality and safety data online
to inform veterans and the public of the care we provide. These efforts also improve
our internal accountability structure. ASPIRE is a Web-based dashboard that docu-
ments quality and safety goals for all VA hospitals and reports on how individual
hospitals are meeting these standards. The standards identified by ASPIRE are the
gold standard and should be the target of every healthcare organization; for exam-
ple, we have targeted zero MRSA infections in all of our facilities. We will not nec-
essarily meet these objectives, but they should always be our goal. The Linking
Knowledge and Systems (LinKS) dataset is another dashboard that summarizes out-
comes in areas such as acute care, safety, intensive care, and other measures.
LinKS reports quarterly risk adjusted as well as unadjusted data that shows how
well each VA hospital is performing and areas in which each facility can improve.
Much of the data in the LINKS and ASPIRE dashboards are simply not available
in other healthcare systems, which limits VA’s ability to compare itself against other
healthcare systems.

Nevertheless, VA has been identified as a leader in the field, and we are setting
the bar for other systems to meet. Perhaps most importantly, we are using these
quality and safety datasets to inform the performance reviews of senior leadership.
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A key element of the performance plan for every Veterans Integrated Service Net-
work (VISN) Director and VA Medical Center (VAMC) Director is based on objective
performance in healthcare quality and safety, as measured by independent sources
of information pulled from our electronic health record system. VA has also con-
tracted for an external peer review program, which selects a statistically significant
random sample of cases for each facility and assesses the care we provided. This
assists VA with validating our internal peer review process and helps ensure we are
providing the highest quality of care to our veterans.

Standardized Reprocessing of Reusable Medical Equipment

VA has made significant progress in standardizing sterile processing techniques
across the Department. We have worked with the International Association of
Healthcare Central Service Material Management, an internationally recognized or-
ganization in sterile processing, to provide supply, processing and distribution train-
ing. We have also obtained a national contract to ensure all facilities are supplied
with up-to-date manufacturers’ instructions for sterile processing. New standard op-
erating procedures for reprocessing are currently in place. Beyond standardizing
processes, VA seeks to set the standard for effective and safe sterile processing tech-
niques nationwide. We have been soliciting proposals from the private sector to
automate sterile processing techniques to reduce the opportunities for human error,
and VA is internally pursuing innovations to improve the safety, efficiency, and ef-
fectiveness of sterile processing.

Between January 1 and September 30, 2010, VA’s Office of Inspector General
(OIG) Combined Assessment Program reviewed 45 VA facilities to evaluate reusable
medical equipment practices (RME) to determine if facilities complied with VA
standards for RME sterilization and high level disinfection, provided documentation
for annual training, and assessed and documented annual competencies for employ-
ees who perform RME reprocessing activities. OIG identified six areas where com-
pliance with RME requirements needs to improve. We appreciate their assessment
and their recommendations. We have concurred with their recommendations, and
we have either already completed these improvements or we will do so within the
next 6 months. Specifically, the OIG recommended that VA senior managers (at the
national, network, and local levels) ensure that:

e Standard operating procedures (SOPs) are current, consistent with manufactur-
ers’ instructions, and located within the reprocessing areas;

o Employees consistently follow SOPs, supervisors monitor compliance, and an-
nual training and competency assessments are completed and documented,;

e Flash sterilization is used only in emergent situations, supervisors monitor com-
pliance, and managers assess and document annual competencies for employees
who perform flash sterilization;

e Appropriate personal protective equipment is donned before entering and is
worn in decontamination areas;

e Ventilation systems are inspected and filters are changed quarterly in all re-
processing areas and that temperature and humidity are monitored and main-
tained within acceptable ranges in sterile storage areas; and

e Processes for consistent internal oversight of RME activities are established to
ensure senior management involvement.

In response to these recommendations, VA has modified inspection processes at
the network and facility level to ensure that employees consistently follow SOPs and
that training and competency assessments are complete and documented. Staff from
VA’s Sterile Processing Departments (SPDs) will perform site visits to provide addi-
tional oversight to ensure that annual training and competency assessments are
complete as well. We developed and deployed a standardized template as of Feb-
ruary 14, 2011, that requires facilities to conduct six inspections of SPD per year,
and for VISN staff to conduct three unannounced inspections each year. We will
track and review the results of these inspections nationally to refine our oversight
methods. VA has developed a national action plan to specifically address RME con-
cerns throughout its entire healthcare system. When VA Central Office learns of an
adverse event, we immediately activate a fact finding team of appropriate subject
matter experts to assess the event for veteran risk. Depending on this team’s deter-
minations, VA may convene a Clinical Review Board (CRB) to determine if disclo-
sure to patients should occur. We have also realigned our organization to create a
?aic(iional SPD office that will provide guidance and oversight for our experts in the
ield.

We believe veterans should be encouraged by the results of the OIG’s inspection.
While the report identifies areas for improvement, it also commends VA facilities
for recognizing the importance of maintaining consistent RME practices to ensure
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patient safety. VA’s policy is to cooperate with all reviews and investigations, from
the OIG and others, that have been designed to improve service and develop better
practices for healthcare. Our facilities have been increasingly vigilant in monitoring,
self-identifying, and investigating any inconsistencies in procedures for cleaning

ME, and our facilities are conducting frequent and repeated reviews of their pa-
tient care areas to ensure that procedures are clear and followed.

The Government Accountability Office (GAO) has also reviewed selected VA facili-
ties to assess the purchasing, tracking, and reprocessing requirements for RME.
GAO specifically looked at relevant VA policies, as well as two purchasing, two
tracking, and two reprocessing requirements. These requirements were instituted
following patient safety incidents at the Palo Alto VAMC, the Miami VAMC, and
the Augusta and Murfreesboro VAMCs, respectively. GAO did not identify any inad-
equacies in the purchasing requirements they selected for review in the context of
patient safety. In the area of tracking requirements, GAO found VA has a limited
ability to identify equipment on which there are alerts or recalls and maintaining
inventory, and that it also experiences challenges developing required training in
this area. For reprocessing requirements, GAO found VA did not adequately specify
the types of RME that require device-specific training and that there is conflicting
guidance on the development of RME reprocessing training.

We greatly appreciate the work of the GAO in helping VA ensure our programs
are providing the quality of care our veterans deserve. We have already begun insti-
tuting changes to address these concerns and are ahead of the timeline we outlined
for GAO. We are analyzing information on non-compliance by specific VA medical
centers and are overseeing the development of corrective action plans. We are also
developing a systematic approach to analyzing information to identify areas of non-
compliance across the Nation, with particular focus on those that occur frequently,
pose high risks to veterans’ safety, or that have gone unaddressed. VA has drafted
a new handbook that will replace all existing sterile processing policies; this hand-
book will be reviewed by experts from the field before publication to ensure its re-
quirements are consistent with best practices and capable of implementation. To re-
duce the variation in equipment and accompanying processes, VA has established
national product specifications and criteria for selecting standardized endoscopic
equipment. Similarly, an Integrated Product Team for Endoscopes has been charged
with developing recommendations for gastrointestinal (GI) endoscopic equipment. As
part of our ongoing effort to standardize the reprocessing of RME, we have secured
a national contract that supplies up-to-date manufacturers’ instructions to all VA
facilities. These efforts will enhance patient safety and quality, realize economic
value, and reduce variability for set up and reprocessing this equipment.

In addition, VA is partnering with local communities to provide state-of-the-art
training to those responsible for providing oversight of VA’s SPD. For example, in
Phoenix, Arizona, VA has entered into a first-of-its-kind agreement with a local
technical college to provide VISN SPD boards with a laboratory environment for
hands-on training in the reprocessing of RME. The first of these courses will begin
in June. By training the trainers and those responsible for oversight within the De-
partment, as well as providing support to community training efforts, VA is setting
the standard for excellence in the reprocessing of RME nationwide.

Credentialing, Privileging, and Peer Review

Credentialing, privileging, and peer review are essential components of our qual-
ity and safety program as they assess who is competent to perform what types of
procedures and how well they perform. Credentialing refers to the systematic proc-
ess of screening and evaluating qualifications and other credentials, including licen-
sure, required education, relevant training and experience, current competence and
health status. Clinical privileging is a process by which a practitioner, licensed for
independent practice, is permitted by law and the facility to practice independently,
to provide specified medical or other patient care services within the scope of the
individual’s license, based on the individual’s clinical competence as determined by
peer references, professional experience, health status, education, training, and li-
censure. Privileging is both facility- and provider-specific.

All VA healthcare providers who are permitted by law and the facility to provide
patient care independently must be credentialed and privileged to do so. VetPro is
VA’s electronic credentialing system and must be used for credentialing of all pro-
viders who are granted clinical privileges or are credentialed for other reasons. This
system helps reduce the chance for human error and improves the care we deliver
at VA. All candidates must submit an application to VetPro providing information
regarding malpractice, adverse actions against licensure, privileges, hospital mem-
bership, research, and other factors. We do not allow an offer of employment to be
made to providers until the credentialing process is complete. This process entails
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screening the candidate through the appropriate State Licensing Board, the Federa-
tion of State Medical Boards, and the National Practitioner Data Base (NPDB). The
NPDB is a secondary flagging system intended to support a comprehensive review
of healthcare practitioners’ professional credentials by identifying any malpractice
payments or adverse actions against clinical privileges. NPDB screening is required
before an applicant’s appointment; VA then monitors appointed practitioners
through the NPDB’s continuous query program for as long as they maintain an ap-
pointment at a VA medical facility. The information we receive from NPDB offers
further insight into the provider’s history as a clinician and is considered with other
relevant data in evaluating a practitioner’s credentials. VA oversees this program
at the national, network and facility level to ensure compliance.

Applicants for VA positions are required to respond to questions concerning clin-
ical privileges at VA and non-VA facilities. Privileges are valid for a period not to
exceed 2 years. To approve privileges for a provider, VA requires evidence of current
licensure, relevant training and experience, current competence, and information as-
sociated with the person’s health status as it relates to the individual’s ability to
perform the requested clinical privileges. We also require information related to
malpractice allegations or judgments, loss of medical staff membership, loss or re-
duction of clinical privileges, or challenges to licensure. At the facility level, each
service chief is responsible for developing additional criteria consistent with the
needs of the patient population at the facility. We continue to monitor privileges
based upon quality and performance data on an ongoing basis, and we provide nu-
merous training opportunities to ensure that those responsible for assessing and
validating credentialing and privileging standards have the resources they need to
help ensure quality patient care.

VA also maintains a robust peer review program to oversee quality and account-
ability for care. Peer review is a process carried out by an individual healthcare pro-
fessional or a select committee of professionals to evaluate the performance of other
providers. When conducted systematically and credibly, as is VA’s process, peer re-
view can result in both immediate and long-term improvements in patient care by
revealing areas for improvement in the practice of one or more providers, which con-
tributes to organizational improvement and better patient outcomes. Peer review is
intended to be a comprehensive, confidential and non-punitive process that contrib-
utes to overall quality improvement efforts and to the improvement of care for vet-
erans.

Peer reviews are conducted by internal and external parties. For internal reviews,
it is VA policy that each VISN and healthcare facility must establish and maintain
a program of peer review for quality management purposes relevant to the care pro-
vided. Our facilities must comply with the requirements of all applicable accrediting
and oversight agencies that review VA healthcare facilities, including The Joint
Commission. We have established criteria that indicate who can serve as a peer re-
viewer to ensure these individuals provide competent and accurate information to
other providers. VHA Directive 2010-025 provides clear guidelines for which clinical
events require a peer review for quality management purposes. As mentioned ear-
lier, VA maintains an external peer review program to gather and validate informa-
tion related to outcomes and processes for each of our medical facilities. This pro-
vides an important, independent assessment of the care we offer and provides an
additional source of validation for our internal processes.

Risk Management and Notification Processes

VA has an ethical and legal obligation to disclose to patients adverse events they
experienced during the course of their care, including when the adverse event may
not be obvious or severe, or where the harm may only manifest in the future. Disclo-
sure of these events is consistent with our core values of trust, respect, excellence,
commitment and compassion. Facility Directors are responsible for ensuring that
healthcare providers communicate these events to patients or the patients’ rep-
resentative and to support staff members who are involved. It is VA policy to notify
our patients of their rights under section 1151 of title 38 United States Code and
the Federal Tort Claims Act, including information about procedures available to re-
quest compensation as well as where and how to obtain assistance in filing claims.

One of my chief priorities is to ensure VA is a learning organization, and I have
emphasized the importance of this philosophy to all of our healthcare employees. If
an error or an adverse event occurs, we must determine if this was the result of
a lack of training, or some deeper problem. I believe in holding our providers ac-
countable, but accountability can take many forms and needs to be evaluated on a
case-by-case basis. Sometimes disciplinary action is warranted, and in a number of
situations, we have taken these necessary steps by convening Administrative Inves-
tigation Boards (AIB) to determine the proper response which can and has included



58

administrative action. Recommendations from all AIBs are shared and discussed
with VHA leadership for awareness and as a learning opportunity to understand
how to deal with any potential future adverse event within their facilities.

In terms of notifications, any events that may require large scale patient disclo-
sures must be documented and communicated to VA Central Office. When we learn
of a potential adverse event, we convene a fact finding team of subject matter ex-
perts from a range of disciplines to assess the situation. At the conclusion of the
fact finding review, a Clinical Review Board (CRB) may be convened. The CRB is
made up of appropriate representatives from a range of disciplines and include ex-
perts on quality and safety, public health, ethics, operations and management, pa-
tient care, and VHA leadership. The CRB considers factors such as the population
at risk, the potential severity of outcomes, the probability of those outcomes, and
other factors relevant to the population at risk. VHA Directive 2008-002 provides
specific guidance regarding what adverse events warrant disclosure, when disclosure
should occur, and how adverse events should be communicated.

We are also keenly aware of the need to disclose in a manner that does not exac-
erbate problems and unduly worry our veterans or their families. We have convened
a working group that is developing common guidance and templates for disclosures,
and we expect to have results from this group this summer.

Conclusion

Our primary mission at VA is to serve our Nation’s veterans. In terms of health-
care, this means providing veteran-centered care that focuses on improving the lives
and well-being of our patients. VA is more transparent and makes available to the
public more information about our entire system than any other healthcare provider
in the country. Our initiative in this area earned the Department the Annual Lead-
ership Award from the American College of Medical Quality. We subject our facili-
ties to greater scrutiny through both external commissions and accreditation organi-
zations as well as internal reviews from the facility, network and national level, in-
cluding from the Office of the Inspector General and GAO. We welcome these as-
sessments because they provide us with learning opportunities that will produce
even better healthcare systems and outcomes. And we welcome Congressional over-
sight, as we work together to serve our veterans.

At VA, our fundamental belief is that our healthcare system is designed to serve
veterans, and that to do so, veterans must be an equal partner in their healthcare
decisions. For this partnership to work, we must make sure they have access to the
data they need to make an informed decision, and that they must trust us to pro-
vide them this information. We understand that disclosures can raise concerns
among the public, but we believe that veterans will have greater confidence in a sys-
tem that errs on the side of providing more information to them, even when their
health risk is low.

Thank you for inviting me here to testify today to discuss our efforts in these vital
areas. My colleagues and I look forward to any questions you may have, and we wel-
come this discussion.

————

Prepared Statement of John D. Daigh, Jr., M.D.,
Assistant Inspector General for Healthcare Inspections,
Office of Inspector General, U.S. Department of Veterans Affairs

Mr. Chairman and Members of the Committee, thank you for this opportunity to
testify on aspects of patient safety that are critical to the delivery of quality medical
care to veterans. My statement and comments are based on reports by the Office
of Inspector General (OIG).

While the subject of this hearing is on substantive performance gaps where the
Department of Veterans Affairs (VA) needs to improve, I want to clearly state that
from the body of work conducted by the OIG’s Office of Healthcare Inspections, it
is clear that VA provides veterans with high quality medical care that has the sup-
port of veterans and employees as measured by satisfaction surveys and is rated
with the best healthcare plans in the country. That being said, VA has had several
high profile and highly publicized incidents that naturally would shake the faith of
those who receive care from VA. Some of the incidents were the result of improper
reprocessing of complex medical equipment and others were the result of leadership
failing to act when presented information of serious breaches of infection control
protocols.
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REUSABLE MEDICAL EQUIPMENT

The reprocessing of reusable medical equipment (RME) is categorized based on
the associated risk of and the level of cleaning required to prevent infection. Devices
that enter normally sterile tissue, including joints and the vascular system, require
sterilization to eliminate all forms of microbial life. Other devices, including many
endoscopes, examine intact mucous membranes and do not ordinarily penetrate
sterile tissue. For these devices, which are often constructed of materials and mech-
anisms that are unable to withstand exposure to the high temperatures or chemicals
required for sterilization, high-level disinfection (HLD) is appropriate. HLD eradi-
cates all micro-organisms “except for small numbers of bacterial spores.” !

OIG Reports on RME

Healthcare Inspection, Use and Reprocessing of Flexible Fiberoptic Endoscopes at VA
Medical Facilities (June 16, 2009) and Healthcare Inspection. Follow-Up Colonoscope
Reprocessing at VA Medical Facilities, September 17, 2009)

In June 2009, we reported on difficulties in reprocessing colonoscopes at the
Miami, Florida, VA Medical Center (VAMC) and the Murfreesboro, Tennessee,
VAMC, which led to the notification of 2,531 veterans at Miami and 6,805 veterans
at Murfreesboro that they were at risk of developing the blood borne infections of
hepatitis B, hepatitis C, and HIV. The same report details defects in reprocessing
ear-nose-throat endoscopes that resulted in 1,069 Augusta, Georgia, veterans being
notified of their risk of contracting blood borne viral illnesses.

The report includes the results from an unannounced inspection of VA medical
centers that found more than half did not have appropriate standard operating pro-
cedures (SOPs) and documented evidence of employee training for the colonoscopes
in use at the medical center. In a follow up inspection of 129 VA medical centers
that reprocessed colonoscopes, we found that all had the appropriate SOPs for re-
processing colonoscopes and one did not have adequate documentation of employee
training to reprocess the scopes

Healthcare Inspections, Patient Safety Issues VA Caribbean Healthcare System San
Juan, Puerto Rico Report (March 16, 2010)

The OIG received allegations regarding quality of care and patient safety related
to the RME reprocessing at the VA Caribbean Healthcare System (the system) in
San Juan, Puerto Rico. The complainant provided more than 137 pieces of evidence
to support their allegations. In our March 2010 report, we substantiated multiple
allegations:

e For approximately 2 years, endovaginal transducers at the Mayaguez Out-
patient Clinic were not submitted to high-level disinfection as required after
each patient procedure.

e Leak testing was not performed on colonoscopes in the Operating Room for at
least 9 months, leak testing was not performed on laryngoscopes in Radio-
therapy and at the Ponce OPC for 9 months and 3 years respectively.

e Pre-cleaning was improperly performed on the laryngoscopes in Radiotherapy.

e One of the laryngoscopes had a leak while it was in service during this time.

e The system inaccurately certified compliance with RME reprocessing procedures
and training on three occasions.

e Senior system leadership and responsible managers were aware of these issues
but took no action to assess the risk to patients.

As a result of our review, issue briefs (IB) on each area were discussed on pre-
Clinical Risk Assessment Advisory Board (CRAAB) conference calls. Based on infor-
mation provided by the system, the risk to patients was determined to be negligible.
An Administrative Investigation Board (AIB) was completed after our visit to ad-
dress management responsiveness. We recommended that the Veteran Integrated
Service Network (VISN) Director follow up on all recommendations from the AIB
and take appropriate administrative action.

Healthcare Inspection, Alleged Endoscope Reprocessing Issues St. Louis VA Medical
Center St. Louts, Missouri (April 21, 2010)

This review was conducted to determine the validity of allegations regarding ongo-
ing issues in the Supply, Processing, and Distribution (SPD) department related to

1W.A. Rutala, D.J. Weber, and the Healthcare Infection Control Practices Advisory Com-
mittee, Centers for Disease Control and Prevention, Guideline for Disinfection and Sterilization
in Healthcare Facilities, 2008.
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endoscope reprocessing and communication at the St. Louis VA Medical Center, St.
Louis, Missouri.
We substantiated:

e Endoscope reprocessing issues have been ongoing. We reviewed documentation
related to three contaminated gastrointestinal (GI) endoscopes, which were
identified prior to patient use. We also reviewed documents notifying managers
that damage and repairs to endoscopes had increased. We requested the 2009
repair log and associated costs from SPD and found that a majority of the
scopes that were damaged or needed repair belonged to the GI service.

e Breakdowns in communication of adverse events and outcomes existed. We
found minimal documentation as well as communication failures for two of the
three adverse event reports (AER) reviewed.

In addition, we conducted an unannounced inspection of the SPD area. We identi-
fied several items related to reusable medical equipment reprocessing and staff safe-
tyl!;hat needed improvement as required by Veteran Health Administration (VHA)
policies.

We recommended that the AER reporting process is clearly defined, timely, and
well-documented and that implemented action plans are monitored for compliance
to eliminate ongoing endoscope damage and reprocessing issues. We also rec-
ommended that SPD meet VHA policy and is monitored for compliance.

The VISN and Medical Center Directors agreed with the findings and rec-
ommendations. We closed this report on February 17, 2011.

Healthcare Inspection, Reprocessing of Dental Instruments, John Cochran Division
of the St. Louis VA Medical Center, St. Louis, Missouri (March 7, 2011)

The purpose of this review was to determine the sequence of events involving al-
leged improperly cleaned and sterilized dental RME; errors in reprocessing or steri-
lization; actions taken to correct deficiencies; and decisions related to patient notifi-
cation of breaches in dental equipment reprocessing or sterilization.

The dental RME reprocessing issues at the John Cochran Division (JCD) were a
long-standing problem that went unrecognized and unaddressed by VISN and
VAMC managers. VHA self-identified the deficiencies and took actions to correct
them; however, those actions did not always resolve the issues. Responsible man-
agers did not verify the adequacy of RME reprocessing practices, nor did they as-
sure that corrective actions were consistently implemented in response to VHA guid-
ance and the Infectious Disease Program Office (IDPO) report. As a result, SOPs
were not developed in a timely manner for the reprocessing of dental RME, SOPs
did not always match manufacturers’ instructions, and Dental Clinic staff had not
received training on dental RME pre-treatment or reprocessing.

We concluded that the occurrence of a patient-to-patient transmission of a blood-
borne infectious disease at the JCD was unlikely. Nevertheless, the Clinical Risk
Board adhered to the process outlined in VHA Directive 2008-002, Disclosure of Ad-
verse Events to Patients (January 18, 2008), when it recommended disclosure to
1,812 patients potentially affected by breaches in the cleaning and sterilization proc-
esses. We concluded that the VAMC promptly set-up and staffed its Dental Review
Clinic, made appropriate efforts to contact identified patients, and provided ade-
quate support and follow-up to patients.

We recommended that the VISN Director require the VAMC Director to monitor
the facility’s compliance with all appropriate elements of RME reprocessing, SOPs,
staff training, and staff competencies as defined in relevant VHA guidance; ensure
that the VISN SPD Management Board provides monitoring to ensure that SOPs
based on manufacturer’s instructions are in place and that staff training and com-
petencies are current; and take appropriate administrative actions based on the
findings of the Administrative Board of Investigation and IDPO report. The VISN
and Medical Center Directors agreed with the findings and recommendations

Combined Assessment Program Review Results

Despite the fact that VA leadership issued clear guidance to facilities on stand-
ards for reprocessing RME and that Congress held hearings on reprocessing failures
at these sites, the OIG continues to find non-compliance with VA directives. Because
of the persistence of deviations from expected performance by staff at VA facilities,
a review of RME reprocessing practices was included in the OIG’s Combined Assess-
ment Program (CAP) reviews from January 1, 2010, through September 30, 2010.2
Facility results were reported at the time of the inspection and rolled up to present

2 Combined Assessment Program Summary Report, Evaluation of Reusable Medical Equipment
Practices in Veterans Health Administration Facilities Report, March 14, 2011.
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a representative view of the system. We found that 87 percent of the reprocessing
SOPs were consistent with manufacturers’ instructions and 92 percent were located
within the reprocessing areas. In our observations of employees reprocessing equip-
ment, the SOPs were followed 87 percent of the time. Documented annual training
was found for 82 percent of the employees and item specific competencies were docu-
mented 87 percent of the time. Proper protective equipment was worn by employees
89 percent of the time. VA requires that RME activities (e.g. validation of staff com-
petency, compliance with established SOPs, results of infection prevention and con-
trol monitoring, and risk management activities) be reported to the Executive Com-
mittee of the Medical Staff (ECMS). Of the 45 facilities inspected in this CAP cycle,
37 (82 percent) had documented ECMS discussion of all required elements. Compli-
ance with these standards at the 82 percent to 92 percent level is not sufficient to
ensure proper patient safety.

Recommendations

A zero defects culture is essential at all VA medical facilities to ensure patient
safety and promote patient confidence. Employees and managers must establish a
climate of trust to ensure that RME is only presented for patient use when it is
in the appropriate condition.

Reprocessing high technology equipment and endoscopes can be complex. The
methods available to report that proper reprocessing has occurred are not as clear
as those used to indicate proper sterilization has occurred. Users of devices that re-
quire reprocessing must work with regulators and manufacturers to produce equip-
ment that reduces the likelihood of reprocessing errors. VA must consider a variety
of novel strategies from the method of procurement to the support of applicable
basic scientific research in its quest to insure providers have equipment in the prop-
er condition when patient care is delivered.

VA’s Disclosure of Adverse Events3 policy was one of the Nation’s earliest efforts
to systematically address the issue. A recent article in the medical literature, The
Disclosure Dilemma, Large-Scale Adverse Events,* highlights some of the issues
faced by institutions as they struggle to deal with the application of the limits of
science and proper public policy. I believe it is time to have a national body advise
VA on potential changes to this policy in light of the broad national experience with
these complex issues.

LEADERSHIP ISSUES

Leadership failures may endanger patients’ lives. There have been two recent oc-
casions® when facility staff deviated from RME reprocessing standards resulting in
VA CRAAB reviews. Failure to comply with accepted infection control policies in the
Dayton, Ohio, VAMC Dental Clinic resulted in the notification to 535 veterans that
dental care may have put them at risk of acquiring blood borne viral infections.

In our recent report on the Dayton VAMC Dental Clinic, we concluded that the
subject dentist did not adhere to established infection control guidelines and poli-
cies, and multiple dental clinic staff had direct knowledge of these repeated infrac-
tions. These violations of infection control policies placed patients at risk of acquir-
ing infections including those that are blood borne.

In our report on the VA Caribbean Healthcare System RME issues, we substan-
tiated multiple allegations including that senior system leadership and responsible
managers were aware of these issues but took no action to assess the risk to pa-
tients.

In these instances, VA local leaders did not perform to the expected standard and
placed veterans’ health at risk. It is imperative that leaders take the appropriate
actions to ensure compliance with policies designed to ensure patients are not
placed at risk of preventable disease in the normal course of the delivery of patient
care.

Recommendations

Just as physicians have access to senior facility leaders via clinical department
leaders and nurses have access through the Chief Nurse, VA clinical leaders should
strive to receive unfiltered information from the many technicians who are critical
to the daily delivery of quality medical care. Current lines of communication may

3VHA Directive 2008—002, Disclosure of Adverse Events to Patients, January 18, 2008.

4Denise M. Dudzinski, Ph.D., Philip C. Hebert, M.D., Ph.D., Mary Beth Foglia, R.N., Ph.D.,
and Thomas H. Gallagher, M.D., New England Journal of Medicine, The Disclosure Dilemma,
Large-Scale Adverse Events, Volume 39, September 2, 2010.

5 Healthcare Inspection Patient Safety Issues VA Caribbean Healthcare System San Juan,
Puerto Rico, March 16, 2010; Healthcare Inspection Oversight Review of Dental Clinic Issues
Dayton VA Medical Center Dayton, Ohio, April 25, 2011.
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not be adequate to get the technicians concerns to facility leaders. Ongoing discus-
sions between the facilities leadership and the hospital’s technicians may provide
important data necessary to improve quality care.

Some successful organizations recognize that the rotation of individuals through
leadership positions or positions of special responsibility provide a periodic check for
the organization on its adherence to policy. VA should consider how this manage-
ment tool might improve performance at network offices and at medical centers.

CONCLUSION

Clearly VA can perform better regarding RME reprocessing. Attention from Con-
gress and VA senior leadership has improved processes but continuous attention to
this issue at the medical center level will go a long way to easing veterans concerns
about the safety of medical procedures and easing anxiety about having routine pre-
ventive tests such as colonoscopies and regular dental check-ups.

Mr. Chairman, thank you for this opportunity and I would be pleased to respond
to any questions that you or other Members of the Committee have.

——

Prepared Statement of Randall B. Williamson,
Director, Health Care, U.S. Government Accountability Office

VA HEALTHCARE: Weaknesses in Policies and Oversight
Governing Medical Equipment Pose Risks to Veterans’ Safety

Chairman Miller, Ranking Member Filner, and Members of the Committee:

I am pleased to be here today as you discuss patient safety incidents at Depart-
ment of Veterans Affairs (VA) medical centers and potential strategies to address
the underlying causes of those incidents. VA operates one of the largest integrated
healthcare delivery systems in the United States, providing care to over 5.5 million
veterans annually. Organized into 21 Veterans Integrated Service Networks (VISN),
VA’s healthcare system includes 153 VA medical centers (VAMC) nationwide that
offer a variety of outpatient, residential, and inpatient services.! In providing
healthcare services to veterans, clinicians at VAMCs use reusable medical equip-
ment (RME), which is designed to be reused for multiple patients and includes such
equipment as endoscopes 2 and some surgical and dental instruments. Because RME
is used when providing care to multiple veterans, this equipment must be reproc-
essed, that is, cleaned and disinfected or sterilized between uses. VA has established
requirements for VAMCs to follow when reprocessing RME,3 which are designed, in
part, to help ensure the safety of the veterans who receive care at VAMCs.

My testimony today, based on our May 2011 report,* which is being released
today, examines issues related to veterans’ safety, including (1) selected reprocess-
ing requirements established in VA policies, based on their relevance to patient
safety incidents and (2) VA’s oversight of VAMCs’ compliance with these selected
requirements.

To examine VA reprocessing requirements, we reviewed relevant VA policies and
from these policies, we judgmentally selected the following two types of reprocessing
requirements that we determined were relevant to patient safety incidents that
were identified at certain VAMCs. 5

Training requirements. To ensure that RME is reprocessed in accordance with
manufacturers’ guidelines, VA requires that each VAMC develop device-specific
training for reprocessing RME. To develop this training, VA requires VAMCs to cre-
ate device-specific standard operating procedures (SOP), which provide step-by-step
instructions for reprocessing. VA also requires VAMCs to assess staff annually on
their competence to reprocess RME in accordance with these SOPs.

1The management of VAMCs is decentralized to 21 VISNs.

2 An endoscope is a device with a light attached that is used to look inside a body cavity or
organ.

3VA Handbook 7176, Supply, Processing, and Distribution (SPD) Operational Requirements
(Aug. 16, 2002); VHA Directive 2009-004, Use and Reprocessing of Reusable Medical Equipment
(RME) in Veterans Health Administration Facilities (Feb. 9, 2009); and VHA Directive 2009-
031, Improving Safety in the Use of Reusable Medical Equipment Through Standardization of
Organizational Structure and Reprocessing Requirements (June 26, 2009).

4See GAO, VA Health Care: Weaknesses in Policies and Oversight Governing Medical Supplies
and Equipment Pose Risks to Veterans’ Safety, GAO-11-391 (Washington, D.C.: May 2011).

5We reviewed applicable VA policies, including VHA Directive 2009-031, Improving Safety in
the Use of Reusable Medical Equipment Through Standardization of Organizational Structure
and Reprocessing Requirements; VHA Directive 2009-004, Use and Reprocessing of Reusable
Medical Equipment (RME) in Veterans Health Administration Facilities; and VA Handbook
7176, Supply, Processing, and Distribution (SPD) Operational Requirements.
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Operational requirements. To ensure that reprocessing activities are performed
safely and that RME is reprocessed correctly, VA policies establish operational re-
quirements for VAMCs, which include that VAMC staff must monitor sterilizers to
ensure that they are functioning properly, use personal protective equipment when
performing reprocessing activities, and segregate dirty and clean RME

After selecting these requirements for our review, we judgmentally selected six
VAMCs from the following locations to visit: Albany, New York; Cheyenne, Wyo-
ming; Detroit, Michigan; Miami, Florida; Palo Alto, California; and St. Louis, Mis-
souri. These VAMCs represent different surgical complexity groups,® sizes of vet-
eran populations served, and geographic regions.” At these six VAMCs, we exam-
ined the adequacy of the selected reprocessing requirements to help the facilities en-
sure the safety of veterans who received care at these facilities. To do this, we exam-
ined how the selected requirements were implemented and whether or to what ex-
tent these requirements directly or indirectly created a potential risk to veterans’
safety. We reviewed applicable VAMC committee meeting minutes® and other docu-
mentation on the implementation of these requirements. We also interviewed VAMC
officials who were responsible for implementing the selected requirements to deter-
mine whether these requirements are adequate to help ensure veterans’ safety.

To examine VA’s oversight of VAMCs’ compliance with the selected reprocessing
requirements, we reviewed VA’s oversight of these requirements and evaluated
whether this oversight provides VA with adequate information to identify and ad-
dress noncompliance. As part of this review, we assessed VA’s oversight in the con-
text of Federal standards for internal control for monitoring.® The internal control
for monitoring refers to an agency’s ability to assure that ongoing review and super-
vision activities are conducted, with the scope and frequency depending on the as-
sessment of risks; deficiencies are communicated to at least one higher level of man-
agement; and actions are taken in response to findings or recommendations within
established timelines. We interviewed officials responsible for overseeing VAMCS’
compliance with the requirements we selected for review from VA headquarters,
VA’s Office of Inspector General (OIG), and six VISNs that are responsible for over-
seeing compliance with the requirements we selected for review at the VAMCs we
visited. In addition, we obtained and reviewed relevant documents regarding VA
oversight, including internal reports, VAMCs’ plans to correct problems identified
through oversight activities, and policy memorandums.

We conducted this performance audit from March 2010 to May 2011 in accordance
with generally accepted government auditing standards. Those standards require
that we plan and perform the audit to obtain sufficient, appropriate evidence to pro-
vide a reasonable basis for our findings and conclusions based on our audit objec-
tives. We believe that the evidence obtained provides a reasonable basis for our find-
ings and conclusions based on our audit objectives.

In summary, we found that the VA reprocessing requirements we selected for re-
view are inadequate to help ensure the safety of veterans who receive care at
VAMCs. Although VA requires VAMCs to develop device-specific training for staff
on how to correctly reprocess RME, it has not specified the types of RME for which
this training is required. Furthermore, VA has provided conflicting guidance to
VAMCs on how to develop device-specific training on reprocessing RME.10 This lack
of clarity may have contributed to delays in developing the required training. With-
out appropriate training on reprocessing, VAMC staff may not be reprocessing RME
correctly, which poses potential risks to veterans’ safety. VA headquarters officials
told us that VA has plans to develop training for certain RME, but VA lacks a time-
line for developing this training.

We also found that despite changes to improve VA’s oversight of VAMCs’ compli-
ance with selected reprocessing requirements, weaknesses still exist. These weak-
nesses render VA unable to systematically identify and address noncompliance with
the requirements, which poses potential risks to the safety of veterans. Although VA

6VA assigns each VAMC a complexity score between 1 and 3, with level 1 being the most
complex, using a facility complexity model. That model uses multiple variables to measure facil-
ity complexity arrayed along four categories, namely patient population served, clinical services
offered, education and research complexity, and administrative complexity.

7Each of the six VAMCs we visited is located within a different VISN.

8We reviewed minutes from the following committees: commodity standards, equipment, med-
ical executive, infection control, and RME.

9See GAO, Standards for Internal Control in the Federal Government, GAO/AIMD-00-21.3.1
(Washington, D.C.: November 1999) and GAO, Internal Control Management and Evaluation
Tool, GAO-01-1008G (Washington, D.C.: August 2001).

10 According to VA headquarters officials, certain RME are difficult to reprocess because they
need to be fully disassembled in order to be reprocessed correctly, so developing device-specific
training for reprocessing these items is important to help ensure veterans’ safety.
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headquarters receives information from the VISNs on any noncompliance they iden-
tify, as well as VAMCs’ corrective action plans to address this noncompliance, VA
headquarters does not analyze this information to inform its oversight. According
to VA headquarters officials, VA intends to develop a plan for analyzing this infor-
mation to systematically identify areas of noncompliance that occur frequently, pose
high risks to veterans’ safety, or have not been addressed across all VAMCs.

To address the inadequacies we identified in selected VA reprocessing require-
ments, GAO recommends that VA develop and implement an approach for providing
standardized training for reprocessing all critical and semi-critical RME to VAMCs
and hold VAMCs accountable for implementing this training. To address the weak-
nesses in VA’s oversight of VAMCs’ compliance with selected requirements, GAO
recommends that VA use information on noncompliance identified by the VISNs and
information on VAMCS’ corrective action plans to identify areas of noncompliance
across all 1563 VAMCs and take action to improve compliance in those areas.

Selected VA Reprocessing Requirements Are Inadequate to Help Ensure
Veterans’ Safety

We found that the VA reprocessing requirements we selected for review are inad-
equate to help ensure veterans’ safety.

Lack of specificity about types of RME that require device-specific training. The VA
reprocessing requirements we reviewed do not specify the types of RME for which
VAMCs must develop device-specific training. This inadequacy has caused confusion
among VAMCs and contributed to inconsistent implementation of training for re-
processing. While VA headquarters officials told us that the training requirement
is intended to apply to RME classified as critical, such as surgical instruments, and
semi-critical, such as certain endoscopes,!! officials from five of the six VAMCs we
visited told us that they were unclear about the RME for which they were required
to develop device-specific training.

Officials at one VAMC we visited told us that they did not develop all of the re-
quired reprocessing training for critical RME, such as surgical instruments, because
they did not understand that they were required to do so. Officials at another
VAMC we visited also told us that they had begun to develop device-specific training
for reprocessing non-critical RME, such as wheelchairs, even though they had not
yet fully completed device-specific training for more critical RME. Because these two
VAMCs had not developed the appropriate device-specific training for reprocessing
critical and semi-critical RME, staff at these VAMCs may not have been reprocess-
ing all RME properly, which potentially put the safety of veterans receiving care at
these facilities at risk.

Conflicting guidance on the development of RME reprocessing training. While VA
requires VAMCs to develop device-specific training on reprocessing RME, VA head-
quarters officials provided VAMCs with conflicting guidance on how they should de-
velop this training. For example, officials at three VAMCs we visited told us that
certain VA headquarters or VISN officials stated that this device-specific training
should very closely match manufacturer guidelines in one case verbatim, while other
VA headquarters or VISN officials stated that this training should be written in a
way that could be easily understood by the personnel responsible for reprocessing
RME. This distinction is important, since VAMC officials told us that some of the
staff responsible for reprocessing RME may have difficulty following the more tech-
nical manufacturers’ guidelines.!2 In part because of VA’s conflicting guidance,
VAMC officials told us that they had difficulty developing the required device-spe-
cific training and had to rewrite the training materials multiple times for RME at
their facilities. Officials at five of the six VAMCs also told us that developing the
device-specific training for reprocessing RME was both time consuming and resource
intensive.

11RME is generally categorized into critical, semi-critical, or non-critical items based on the
degree of risk for infection involved in use of the item. Critical items, such as surgical instru-
ments, are those that enter sterile tissue or the vascular system and require sterilization be-
cause they confer a high risk of infection. Semi-critical items, such as certain endoscopes, are
those that contact mucous membranes or non-intact skin and minimally require high-level dis-
infection. Non-critical items, such as wheelchairs, are those that come into contact with intact
skin and may be cleaned with low-level disinfectants.

12VA officials stated that manufacturer guidelines for reprocessing RME may be technically
complex and may include steps that staff at VAMCs are unable to follow. For example, these
officials stated that guidelines from RME manufacturers may require the use of a specific dis-
infectant that is not available in the United States. The Food and Drug Administration has re-
sponsibility for overseeing RME, including the guidelines written by manufacturers for reproc-
essing these items.
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VA’s lack of specificity and conflicting guidance regarding its requirement to de-
velop device-specific training for reprocessing RME may have contributed to delays
in developing this training at several of the VAMCs we visited. Officials from three
of the six VAMCs told us that that they had not completed the development of de-
vice-specific training for RME since VA established the training requirement in July
2009. As of October 2010, 15 months after VA issued the policy containing this re-
quirement, officials at one of the VAMCs we visited told us that device-specific
training on reprocessing had not been developed for about 80 percent of the critical
and semi-critical RME 1n use at their facility.

VA headquarters officials told us that they are aware of the lack of specificity and
conflicting guidance provided to VAMCs regarding the development of training for
reprocessing RME and were also aware of inefficiencies resulting from each VAMC
developing its own training for reprocessing types of RME that are used in multiple
VAMCs. In response, VA headquarters officials told us that they have made avail-
able to all VAMCs a database of standardized device-specific training developed by
RME manufacturers for approximately 1,000 types of RME and plan to require
VAMCs to implement this training by June 2011. The officials also told us that VA
headquarters is planning to develop device-specific training available to all VAMCs
for certain critical and semi-critical RME for which RME manufacturers have not
developed this training, such as dental instruments. However, as of February 2011,
VA headquarters had not completed the development of device-specific training for
these RME and has not established plans or corresponding timelines for doing so.

Despite Changes Intended to Improve VA’s Oversight of VAMCs’ Compli-
ance with Selected Reprocessing Requirements, Weaknesses Continue
to Exist

We found that VA recently made changes to its oversight of VAMCs’ compliance
with selected reprocessing requirements; however, this oversight continues to have
weaknesses. Beginning in fiscal year 2011, VA headquarters directed VISNs to
make three changes intended to improve its oversight of these reprocessing require-
ments at VAMCs.13

e VA headquarters recently required VISNs to increase the frequency of site visits
to VAMCs, from one to three unannounced site visits per year, as a way to more
quickly identify and address areas of noncompliance with selected VA reprocess-
ing requirements.

e VA headquarters also recently required VISNs to begin using a standardized as-
sessment tool to guide their oversight activities.!* According to VA head-
quarters officials, requiring VISNs to use this assessment tool will enable the
VISNs to collect consistent information on VAMCs’ compliance with VA’s re-
processing requirements. Before VA established this requirement, the six VISNs
that oversee the VAMCs we visited often used different assessment tools to
guide their oversight activities. As a result, they reviewed and collected dif-
ferent types of information on VAMCs’ compliance with these requirements.

e VISNs are now required to report to VA headquarters information from their
site visits. Specifically, following each unannounced site visit to a VAMC, VISNs
are required to provide VA headquarters with information on the facility’s non-
compliance with VA’s reprocessing requirements and VAMCSs’ corrective action
plans to address areas of noncompliance. Prior to fiscal year 2011, VISNs were
generally not required to report this information to VA headquarters.15

13VA headquarters generally delegates responsibility for this oversight to the VISNs. In addi-
tion to oversight conducted by the VISNs, some entities within VA headquarters conduct over-
sight of VAMCs’ compliance with VA reprocessing requirements, including those we selected for
review. Specifically, VA’s OIG and Sterile Processing Department conduct site visits to inves-
tigate allegations of VAMC noncompliance with VA reprocessing requirements. In addition,
since around 2005, VA’s System-wide Ongoing Assessment and Review Strategy has included
reviews of the selected VA reprocessing requirements as part of broader reviews of VAMC com-
pliance with VA policies in preparation for external accreditation reviews approximately every
3 years. In 2010, VA’s OIG also conducted reviews of the selected VA reprocessing requirements
as part of broader ongoing reviews of VAMC compliance with VA policies.

14VA headquarters officials told us that they may refine this assessment tool over time.

15While VISNs were not generally required to report to VA headquarters information on
VAMCS’ noncompliance with VA’s reprocessing requirements, VISNs were required to report to
VA headquarters information about noncompliance that may have resulted in harm to veterans.
VA headquarters officials told us that following a review of that information and collection of
additional information as needed, a panel of experts would determine whether the noncompli-
ance identified in the reviews resulted in risks to veterans’ safety and, if so, whether veterans
should be notified. See VHA Directive 2008-002, Disclosure of Adverse Events to Patients (Wash-
ington, D.C.: Jan. 18, 2008).
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Despite the recent changes, VA’s oversight of its reprocessing requirements, in-
cluding those we selected for review, has weaknesses in the context of the Federal
internal control for monitoring. Consistent with the internal control for monitoring,
we would expect VA to analyze this information to assess the risk of noncompliance
and ensure that noncompliance is addressed. However, VA headquarters does not
analyze information to identify the extent of noncompliance across all VAMCs, in-
cluding noncompliance that occurs frequently or poses high risks to veterans’ safety.
As a result, VA headquarters has not identified the extent of noncompliance across
VAMCs with, for example, VA’s operational reprocessing requirement that staff use
personal protective equipment when performing reprocessing activities, which is key
to ensuring that clean RME are not contaminated by coming into contact with soiled
hands or clothing. Three of the six VAMCs we visited had instances of noncompli-
ance with this requirement. Similarly, because VA headquarters does not analyze
information from VAMCS’ corrective action plans to address noncompliance with VA
reprocessing requirements, it is unable to confirm, for example, whether VAMCs
have addressed noncompliance with its operational reprocessing requirement to sep-
arate clean and dirty RME. Two of the six VAMCs we visited had not resolved non-
compliance with this requirement and, as a result, are unable to ensure that clean
RME does not become contaminated by coming into contact with dirty RME.

VA headquarters officials told us that VA plans to address the weaknesses we
identified in its oversight of VAMCs’ compliance with reprocessing requirements.
Specifically, VA headquarters officials told us that they intend to develop a system-
atic approach to analyze oversight information to identify areas of noncompliance
across all VAMCs, including those that occur frequently, pose high risks to veterans’
safety, or have not been addressed in a timely manner.16 While VA has established
a timeline for completing these changes, certain VA headquarters officials told us
that they are unsure whether this timeline is realistic due to possible delays result-
ing from VA’s ongoing organizational realignment, which had not been completed
as of April 6, 2011.17

In conclusion, weaknesses exist in VA’s policies for reprocessing RME that create
potential safety risks to veterans. VA’s lack of specificity and conflicting guidance
for developing device-specific training for reprocessing RME has led to confusion
among VAMCs about which types of RME require device-specific training and how
VAMCs should develop that training. This confusion has contributed to some
Xﬁl\éCs not developing training for their staff for some critical and semi-critical

Moreover, weaknesses in oversight of VAMCs’ compliance with the selected re-
processing requirements do not allow VA to identify and address areas of noncompli-
ance across VAMCs, including those that occur frequently, pose high risks to vet-
erans’ safety, or have not been addressed by VAMCs. Correcting inadequate policies
and providing effective oversight of reprocessing requirements consistent with the
Federal standards for internal control is essential for VA to prevent potentially
harmful incidents from occurring.

To help ensure veterans’ safety through VA’s reprocessing requirements, we are
making two recommendations in our report. We recommend that the Secretary of
Veterans Affairs direct the Under Secretary for Health to take the following actions:

e Develop and implement an approach for providing standardized training for re-
processing all critical and semi-critical RME to VAMCs. Additionally, hold
gﬁl\é{Cs accountable for implementing device-specific training for all of these

e Use the information on noncompliance identified by the VISNs and information
on VAMCs’ corrective action plans to identify areas of noncompliance across all
153 VAMCs, including those that occur frequently, pose high risks to veterans’
s}a;fety, or have not been addressed, and take action to improve compliance in
those areas.

In responding to a draft of the report from which this testimony is based, VA con-
curred with these recommendations.

16 VA headquarters officials also told us that a temporary staff member was assigned in
March 2011 to begin reviewing some information from VISNs’ oversight activities. Specifically,
that staff member will be responsible for reviewing whether VAMCs have developed the re-
quired device-specific training for reprocessing RME and the extent to which VAMCs are uti-
lizing flash sterilization, a sterilization technique that should be used only in limited cir-
cumstances.

17 As part of this realignment, VA headquarters is establishing a new position within the Of-
fice of the Deputy Under Secretary for Health for Operations and Management, which will be
responsible for overseeing certain departments, including VA headquarters’ Sterile Processing
Department.
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Chairman Miller, Ranking Member Filner, this concludes my prepared statement.
I would be happy to respond to any questions you or other Members of the Com-
mittee may have.

Contacts and Acknowledgments

For further information about this testimony, please contact Randall B.
Williamson at (202) 512—-7114 or williamsonr@gao.gov. Contact points for our Offices
of Congressional Relations and Public Affairs may be found on the last page of this
testimony. Individuals who made key contributions to this testimony include Mary
Ann Curran, Assistant Director; Kye Briesath; Krister Friday; Melanie Krause; Lisa
Motley; and Michael Zose.

———

Prepared Statement of Michael Bell, M.D., Deputy Director,
Division of Healthcare Quality Promotion Centers for Disease Control and
Prevention, U.S. Department of Health and Human Services

Good morning Chairman Miller, Ranking Member Filner and other distinguished
Members of the Committee. I am Dr. Michael Bell, Deputy Director of the Division
of Healthcare Quality Promotion at the Centers for Disease Control and Prevention
(CDC). I am pleased to be here to discuss the prevention of healthcare-associated
infections (HAIs) and ensuring safe healthcare nationwide.

Healthcare associated infections are infections that patients acquire while receiv-
ing care. They include a variety of infections ranging from those related to special-
ized intensive care procedures to infections caused by lapses in basic safe practices,
like re-using disposable syringes or inappropriate reprocessing of equipment. CDC
estimates that approximately 1 in 20 hospital patients have HAIs. These infections
are associated with increased mortality and greater cost of care; and can occur in
any healthcare setting—hospitals, long-term care, dialysis clinics, ambulatory sur-
gical centers, and even doctors’ offices. As complex care is increasingly delivered in
non-hospital settings, we are seeing a concomitant increase in potentially life-threat-
ening infections related to care outside of hospitals. Infections caused by lapses in
basic infection control are unacceptable. We know how to protect patients from these
events; they can and must be prevented.

Based on CDC data, the four most frequent infections related to specialized care
procedures accounting for approximately three quarters of HAIs are: 1) urinary tract
infections; 2) surgical site infections; 3) bloodstream infections; and 4) pneumonia.
These infections are caused by both common pathogens such as Staphylococcus
aureus, including Methicillin-resistant Staphylococcus aureus (MRSA), and by
emerging pathogens such as drug-resistant Klebsiella pneumoniae. In addition, we
continue to see egregious failures in basic infection control and safety practices (e.g.,
using the same syringe to administer medication to more than one patient) that
have resulted in transmission of blood borne and other pathogens (i.e., hepatitis C
virus, [HCV], hepatitis B virus [HBV]). HAIs in hospitals alone result in excess
healthcare costs of an estimated $26 to $33 billion each year. Yet, most HAIs are
preventable. HHS and its public and private sector partners are working together
to eliminate these costly and deadly infections. HHS recently launched the Partner-
ship for Patients: Better Care, Lower Costs, a new public-private partnership
that will help improve the quality, safety and affordability of healthcare for all
Americans. The Partnership for Patients brings together leaders of major hospitals,
employers, health plans, physicians, nurses, and patient advocates along with State
and Federal Governments in a shared effort to make hospital care safer, more reli-
able, and less costly.

The Centers for Disease Control and Prevention, working with several other agen-
cies in the U.S. Department of Health and Human Services, has taken a lead role
in addressing the important public health challenge of preventing HAT’s by identi-
fying and implementing prevention strategies, providing guidelines for prevention,
monitoring HAIs and tracking prevention progress, and detecting and responding to
emerging threats.

The HHS Action Plan to Prevent HAIs sets specific targets for monitoring and
preventing HAIs nationally and represents a national blueprint for promoting HAI
prevention. CDC has played an integral role in the HHS led effort to develop and
implement the HHS Action Plan, including chairing the Prevention and Implemen-
tation working group and co-chairing the Information Systems and Technology
working group. Since the release of the initial HHS Action Plan, CDC has collabo-
rated closely with the HHS Assistant Secretary for Health, the Agency for Health-
care Research and Quality (AHRQ), the Centers for Medicare and Medicaid Services
(CMS), the Department of Veterans Affairs (VA), and other Federal agencies to ex-
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pand and implement the HHS Action Plan to include ambulatory surgical centers
and hemodialysis centers.

There has been significant progress in several areas; however more work is need-
ed to ensure that appropriate infection control practices are adhered to in all health-
care settings. The VA has been an important partner in implementing HHS HAI
prevention initiatives. However, recent infection control lapses, such as those at VA
facilities in Dayton OH, St. Louis MO, and Miami FL, demonstrate the need for con-
stant vigilance.

Today, I will focus my remarks on 3 specific areas: 1) the issue of basic infection
control in healthcare, including CDC’s efforts to prevent them; 2) CDC’s collabora-
tions with the VA related to HAIs; and 3) recommended strategies to halt improper
practices when they are identified and to notify patients that were exposed to those
practices.

Healthcare-Associated Infections Related to Failure to Maintain Basic In-
fection Control
CDC has worked with State and local health departments to identify numerous
breaches in basic infection control practices in recent years. Infections acquired
through lapses in basic infection control practices are generally through an inter-
mediate device or material. A medical device (e.g., syringe, needle, lancet) or medi-
cation becomes contaminated with an infectious agent and the infectious agent is
then passed to a previously uninfected patient through inappropriate exposure to
the contaminated material. Examples of improper practices include:
e Using the same syringe to administer medication to more than one patient;
e Accessing a shared medication vial with a syringe that has already been used
to administer medication to a patient; and
e Performing finger stick blood sampling with a reused lancing device or checking
blood glucose levels with a blood-contaminated glucose meter.
o Improper reprocessing (i.e., cleaning and disinfection) of endoscopes
e Improper reprocessing and sterilization of medical equipment (e.g., surgical
equipment)
e Improper reuse of medical devices (e.g., syringes, prostate biopsy needle guides)
These unacceptable practices put patients at risk of infectious and non-infectious
adverse events and have been associated with a wide variety of procedures. Unfortu-
nately, these practices are occurring across the healthcare spectrum and in non-
acute care settings outside of hospitals, where infection control capacity is often less
extensive and oversight more limited.
Healthcare should never be a conduit for transmission of infections. Basic infec-
tion control practices have long been established as part of the evidence-based and
common sense precautions that are necessary to prevent transmission of pathogens.

CDC’s Efforts to Prevent HAIs Due to Failure To Maintain Basic Infection
Control
Leading the Nation’s efforts to protect patients from transmission of pathogens
due to lapses in infection control during healthcare delivery, CDC is engaged in a
number of efforts to eliminate these events, including:

o development and implementation of HAI prevention guidelines,

e development of survey tools to evaluate facilities’ adherence to infection control
practices,

¢ identifying and responding to new and emerging threats to patient safety,

e educating healthcare providers and patients in basic infection control, and

e promoting development of safer medical devices.

Development and Implementation of Infection Prevention Recommendations

CDC, working with the HHS Healthcare Infection Control Practices Advisory
Committee (HICPAC), develops evidence-based guidelines for HAI prevention. Key
existing guidelines include: (1) the Guideline for Disinfection and Sterilization in
Healthcare Facilities, 2008, presenting evidence-based recommendations on the pre-
ferred methods for cleaning, disinfection and sterilization of medical equipment and
for cleaning and disinfecting the healthcare environment, (2) the Guidelines for En-
vironmental Infection Control in Health-Care Facilities, 2003, a compilation of rec-
ommendations for the prevention and control of infectious diseases that are associ-
ated with healthcare environments, and (3) the 2007 Guideline for Isolation Pre-
cautions: Preventing Transmission of Infectious Agents in Healthcare Settings. CDC
and HICPAC also developed summary recommendations specifically for ambulatory
care targeting basic infection control practices that should be used in all healthcare
settings. CDC has worked with professional associations to reach out to healthcare
professionals and is collaborating with CMS to incorporate CDC guidelines into
CMS practice requirements.
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Tools To Improve Basic Infection Control

CDC develops tools to translate CDC and HICPAC guidelines into practice. For
example, CDC is improving basic infection control practices through collaborations
with CMS to expand survey and oversight capacity of non-acute healthcare settings.
CDC and CMS worked together to develop a new tool that state inspectors can use
to better ensure the quality of care in ambulatory surgical centers (ASCs); use of
the tool has been expanded nationwide. In a 2008 Federal survey of ASCs, 68 per-
cent of 68 surveyed had noncompliance with the infection control requirements in
the Medicare ASC health and safety standards. CMS has found infection control
problems in ASCs to be both common and egregious, ranging from failure to clean
equipment between patients and re-use of single-dose vials of medication for mul-
tiple patients. CDC is working with CMS to expand incorporation of basic infection
control content into CMS interpretive guidance for their conditions of coverage. The
tool has now been adapted for use in nursing homes and used to assess infection
control practices in Nevada nursing homes. CDC continues to work with CMS to de-
velop similar tools for use in acute care and other healthcare settings.

Breaches in basic infection control practices have put greater focus on the authori-
ties and role of State and local health departments in ensuring patient safety. State
licensure boards can promote ongoing training and certification as a part of licen-
sure requirements for healthcare professionals. State health departments play crit-
ical public health roles in preventing harm due to incorrect practices, including
issuance of cease and desist notices when necessary.

Identifying and Responding To New and Emerging Threats

CDC serves as a national and global leader in the investigation and control of
HAT outbreaks. Through its investigations, CDC identifies problems, develops new
prevention strategies, and works with partner agencies such as the Food and Drug
Administration (FDA) to implement policy changes. Investigation of single suspect
cases has in many instances led to the detection of sizable outbreaks, highlighting
the point that recognized outbreaks are usually only the tip of the iceberg. Out-
breaks often reveal unsafe practices and can require large scale patient notifications
(as described below). Countless infections were prevented because of interventions
that were implemented in collaboration with FDA and other partners to stop these
outbreaks, including the identification and recall of contaminated or defective prod-
ucts, changes in device construction, revised recommendations for device use, clo-
sure of non-compliant facilities, and recommendation of new practices to prevent ad-
ditional infections.

CDC deploys experts including healthcare epidemiologists, infectious disease phy-
sicians, and laboratory scientists to assess healthcare settings, collect and analyze
data, evaluate practices, and perform microbiologic testing in response to a recog-
nized outbreak or problem. CDC has assisted with laboratory testing of patients put
at risk for hepatitis. Information from these investigations not only serves to control
the immediate problem, but also has a direct impact on future HAI prevention na-
tionwide. Experience from outbreak investigations also contributes to refinement of
infection control guidelines and improvements in HAI tracking.

Viral hepatitis is a reportable condition in all States, but our ability to detect
transmission in healthcare settings through this routine surveillance is limited be-
cause the system relies on passive reporting and in many cases we cannot evaluate
how patients became infected. Therefore, CDC provides funding to several States to
conduct enhanced viral hepatitis surveillance through the Emerging Infections Pro-
gram (EIP). A case control study was conducted as part of the EIP activity to exam-
ine the role of healthcare exposures among older adults with acute hepatitis B and
C. Results of this study indicate that viral hepatitis infections transmitted to indi-
Vidlkl)ill patients in healthcare settings represent a significant but under-recognized
problem.

Promotion of Infection Control Through Education

CDC is working with partners through the Safe Injection Practices Coalition
(SIPC), a partnership of healthcare-related organizations, professional organiza-
tions, and patient advocacy groups, that promote safe injection practices in health-
care settings. Through CDC funding, the SIPC developed the One & Only Cam-
paign—a public health education and awareness campaign—aimed at both health-
care providers and patients to advance and promote safe injection practices and im-
plemented the campaign in Nevada, New York, and New dJersey. In addition, CDC
has disseminated almost 5,000 DVDs and logged over 20,000 online views of a 10-
minute educational video for healthcare providers on safe injection practices
launched in collaboration with the SIPC.
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Promoting Development of Safer Medical Devices

CDC is working to promote innovation and development of product and marketing
improvements to protect patients. For example after the identification of several
outbreaks of viral hepatitis resulting from shared use of fingerstick (lancing) devices
and point of care blood testing devices for glucose monitoring, in August 2010, the
FDA, CDC, and CMS issued clinical reminders and public health notifications high-
lighting the risk of transmission of disease from these devices. FDA is working with
manufacturers to ensure that adequate labeling and instructions for use are pro-
vided to healthcare personnel so that they can adhere to recommended practices.

CDC’s Collaborations With the VA To Prevent Infections

CDC’s efforts to eliminate HAIs are amplified through close collaborations with
a range of Federal agencies, including the VA. The VA has been directly involved
with CDC in many of the efforts outlined above. A senior representative from the
VA serves as an ex-officio member of HICPAC, and as such is engaged in the ongo-
ing development of infection prevention guidelines and strategies for surveillance
and prevention of HAIs. The VA is also engaged in HHS inter-agency initiatives to
improve and expand HAI prevention efforts, including the HHS Steering Committee
for the Prevention of Healthcare-Associated Infections, of which the VA is an active
member. CDC has worked with the VA in the investigation and response to lapses
in basic infection control at VA medical facilities.

The VA hospital system has been a leader in implementing CDC and HICPAC
infection prevention recommendations. CDC has directly partnered with the VA to
implement prevention initiatives resulting in a 60 percent reduction of MRSA in VA
facilities over a 32 month period, initially as a pilot project at the local level and
ultimately translated into regional and national programs. CDC is working with
several groups to assess the effectiveness of several other successful implementation
strategies. These and other prevention implementation examples demonstrate the
savings in lives and healthcare costs that can result from national implementation
of evidence-based HAI prevention programs.

When Infections Occur

The ultimate goal is to ensure that all healthcare is delivered safely across the
spectrum of healthcare delivery; however, when an infection control failure is identi-
fied, there is a need to notify patients who might have been exposed and to protect
other patients from harm. During the past decade, over 120,000 patients had to be
notified of the need to seek testing in the context of two dozen incidents and out-
breaks involving unsafe injections; additional patients have been notified of risks as-
sociated with other errors, such as improper sterilization of equipment. In addition
to Federal oversight and payment policies to drive prevention of unsafe practices,
local and State authorities are necessary to temporarily or permanently halt unsafe
medical practices. Once halted, strategies for identifying exposed individuals are
needed so that those put at risk by incorrect practices can be notified and provided
care.

Patient Notifications

When failures of infection control result in a need to notify patients who were put
at risk, such notifications and the accompanying diagnostic testing can be resource
and labor intensive and are not without potential harm to patients notified. Deci-
sions regarding notification of exposed patients when there is no evident disease
transmission are challenging. CDC has engaged diverse partners that include State
and local health departments, patient advocates, public health professionals,
ethicists, healthcare industry representatives, and the Safe Injection Practices Coa-
lition to discuss and obtain input on the ethical and communication issues related
to such patient notification. CDC also hosted six focus groups in New York and At-
lanta to identify best practices for notification. CDC’s Public Health Ethics Com-
mittee also informed the process.

Based on the process described, CDC has developed recommendations for deter-
mining whether patient notification should be initiated and how best to do so. This
includes evaluation of the problem in order to classify it as Category A: a gross error
or demonstrated high-risk practice (e.g., reuse of needles or syringes between pa-
tients or use of contaminated syringes to access shared medication vials), or Cat-
egory B: an error with lower likelihood of blood exposure (e.g., endoscope reprocess-
ing errors). Patient notifications are indicated for Category A. When an error is clas-
sified as Category B and there is no known transmission of blood borne or other
pathogens, decisions should be based on several factors, including the risk of infec-
tion, the duty to warn versus the potential harm to patients from the notification,
and addressing public concerns.
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CDC is currently developing a patient notification communications toolkit based
on the information gathered through the process above. The toolkit will contain re-
sources for developing documents for patient notification (e.g., sample notification
letters, sample patient test results letter, resources for risk communication); estab-
lishing communication resources (e.g., setting up a call center); planning media and
communication strategies (e.g., sample press release); and best practices for patient
notification (e.g. planning the release of media and notification letters, commu-
nicating with key stakeholders and partners).

CDC has met with and continues to work with the VA to share CDC’s rec-
ommended practices for patient notifications.

Conclusion

Ensuring that appropriate infection control practices are adhered to in all health-
care settings is a priority for CDC. Public health plays an important role in ensur-
ing a unified approach through systematic implementation of prevention practices,
monitoring to detect problems, outbreak investigation and control, oversight, edu-
cation, and research. As healthcare continues to grow in complexity and is increas-
ingly provided in outpatient settings such as ambulatory surgical centers, dialysis
centers, and nursing homes, where infection control programs and oversight are
generally less rigorous, outbreaks from transmission of pathogens through lapses in
basic infection control practices have grown. As a result, CDC has undertaken a
number of efforts to evaluate the problem and develop prevention strategies so that
these errors do not recur. Many of these efforts are in collaboration with diverse
partners, including the VA, allowing for broad implementation of recommended
practices.

As we continue to work toward elimination of HAIs, new healthcare settings and
changing technology will create new challenges and will require continued vigilance.
CDC continues to strive to address those challenges and ensure that patients are
safe in every healthcare setting. Infections caused by lapses in basic infection con-
trol are unacceptable. We know how to protect patients from these events; they can
and must be prevented.

Thank you for the opportunity to testify today; I am happy to take any questions
you may have.

———

Prepared Statement of Anthony D. Watson, BS, MS, MBA, Director,
Division of Anesthesiology, General, Hospital, Infection Control, and
Dental Devices, Office of Device Evaluation, Center For Devices and

Radiological Health, Food and Drug Administration,
U.S. Department of Health and Human Services

Introduction

Mr. Chairman, Ranking Member Filner, and Members of the Committee, I am
AnthonyD. Watson, Director, Division of Anesthesiology, General Hospital, Infection
Control, and Dental Devices, Office of Device Evaluation, Center for Devices and Ra-
diological Health (CDRH) at the Food and Drug Administration (FDA or the Agen-
cy). Thank you for the opportunity to discuss reprocessing of reusable medical de-
vices and the importance of adequate reprocessing to protect patient safety. FDA is
committed to working with our partners in industry, government and care settings
to ensure patients are not at risk from unacceptable lapses in patient safety prac-
tices related to the reprocessing of medical devices. Today, I will provide you with
an overview of medical device regulation, discuss the background on reprocessed
medical devices, and describe actions FDA is taking to address safety concerns re-
lated to reprocessing of reusable medical devices.

Overview of Device Regulation

A medical device, as defined by Federal law, encompasses several thousand health
products, from simple articles such as tongue depressors and heating pads to cut-
ting-edge and complex devices such as implantable defibrillators and robotic equip-
ment for minimally invasive surgery.

The Medical Device Amendments of 1976 to the Federal Food, Drug, and Cosmetic
Act (FD&C Act or the Act) gave FDA specific authority to regulate the safety and
effectiveness of medical devices. Medical devices are assigned to one of three regu-
latory classes based on risk.

Class I, General Controls, is the lowest risk category of devices and includes items
such as adhesive bandages. These devices are subject to the General Controls of the
Act, which include establishment registration and device listing, compliance with
current Good Manufacturing Practice (¢cGMP) and labeling, recordkeeping, and re-
porting requirements.



72

Class II, Special Controls, is the next category of risk and includes devices such
as intravenous catheters and powered wheelchairs. They are subject to the General
Controls of the Act as well as Special Controls, which may include special labeling
requirements, mandatory performance standards, and post-market surveillance, in
order to provide reasonable assurance of the safety and effectiveness of the device.

Class III is the highest risk category of device and includes devices such as heart
valves and coronary stents. These devices are subject to the General Controls of the
Act, plus approval prior to marketing of a premarket approval application con-
taining scientific evidence of the device’s safety and effectiveness.

Adverse Event Reporting

Once a medical device is marketed, FDA monitors reports of adverse events and
alerts health professionals and the public when needed to ensure proper use of de-
vices and the health and safety of patients. FDA uses two principal systems to cap-
ture device-related adverse event and product problem reports: the Medical Device
Reporting regulation (MDR) and the Medical Product Safety Network (MedSun).

MDR is the mechanism by which FDA receives over 300,000 significant medical
device adverse events annually from manufacturers, importers, and user facilities,
including hospitals. FDA carefully evaluates the reports received to identify safety
concerns of public health importance, such as product problems that could poten-
tially cause injury. User facilities are required to report deaths to the manufacturer
and FDA and serious injuries to the manufacturer. Manufacturers must report to
FDA within 30 days deaths, serious injuries, and malfunctions that could contribute
to a death or serious injury. FDA also receives voluntary reports from many dif-
ferent sources including consumers and healthcare professionals.

The limitations inherent in passive reporting systems such as MDR, include
underreporting of adverse events, the submission of incomplete or difficult-to-under-
stand reports, and insufficient information to accurately identify the product in
question. Recognizing the limitations of passive reporting systems, FDA launched
MedSun in 2002. MedSun is an “active” adverse event reporting program that al-
lows FDA to work collaboratively with the clinical community to identify, under-
stand, and solve problems with the use of medical devices. Over 350 healthcare fa-
cilities, primarily hospitals, participate in the MedSun Network.

Facilities participating in the MedSun Network use an Internet-based system to
report adverse medical device events to FDA. MedSun facility reporting differs from
the other (mandatory) user facility reporting because MedSun participants not only
report medical device problems that result in serious injury or death, but they also
are encouraged to voluntarily report problems with devices, such as “close-calls,” po-
tential for harm, and other safety concerns.

In general, FDA may become aware of device-related or associated adverse events
that occur in hospitals through the following mechanisms:

1. the hospital submits an MDR directly to FDA (as described above);
2. a voluntary report from a clinician or patient associated with the hospital and/
or the event;
3. a report to the MedSun program (if the hospital is in the program, as described
above);
4. the hospital submits information regarding the event to the manufacturer, who
then reports an MDR to FDA as part of their MDR reporting obligation; and
5. through the Centers for Disease Control and Prevention (CDC) when it under-
takes a possible outbreak investigation at the request of a State health depart-
ment.

Reprocessing of Reusable Medical Equipment

Reusable medical devices are devices that are designed and labeled for use on
multiple patients and are made of materials that can withstand repeated reprocess-
ing, including manual brushing and the use of chemicals. Some examples of reus-
able medical devices are surgical instruments, such as clamps and forceps;
endoscopes, used to visualize areas inside the body; and accessories to endoscopes,
such as arthroscopic shavers; and laparoscopic surgery accessories, such as graspers
and scissors.

All reusable medical devices can be grouped into one of three categories according
to the degree of risk of infection associated with their use:

e Critical devices, such as surgical forceps that come in contact with the blood-
stream or normally sterile tissue.

e Semi-critical devices, such as certain endoscopes that come in contact with
mucus membranes.

o Non-critical devices, such as stethoscopes that come in contact with intact skin.
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Description of Reprocessing Process

Adequate reprocessing of reusable medical devices is a critically important step
in protecting patient safety. Reprocessing is intended to remove blood, tissue, and
other debris and to inactivate infectious microbes to ensure that devices are safe for
the next patient use. Reprocessing can be both labor-intensive and time-consuming,
because most reusable medical devices require a specific reprocessing regimen.

In general, reprocessing reusable medical devices involves three steps: initial de-
contamination and cleaning at the point of use; transfer to the reprocessing work
area where the device is thoroughly cleaned; and, either low/intermediate disinfec-
tion, high-level disinfection, or sterilization, depending on the intended use of the
device, its risk of infection transmission, and the materials from which it is made.
The device is then stored or routed back into use.

Many factors contribute to reprocessing difficulties, including device complexity,
absence of best practices, user error, and poor instructions on how to reprocess.
Manufacturers, healthcare facilities, healthcare professionals, and FDA share re-
sponsibility for reducing the risk of healthcare-associated infections (HAIs) from in-
adequately reprocessed reusable medical devices. HAIs are infections caused by a
wide variety of common and unusual bacteria, fungi, and viruses during the course
of receiving medical care.

FDA Authority/Role

Under FDA labeling regulations, 21 CFR Part 801, a device must have adequate
directions for use. This includes instructions on how to reprocess (i.e., clean and dis-
infect or sterilize) a reusable device to ensure that it is effectively prepared for its
clinical use. FDA applies its unique position and expertise to reduce the risk of in-
fection from reusable medical devices by evaluating devices prior to marketing, iden-
tifying device designs that facilitate proper reprocessing, assuring that manufac-
turer instructions are clear, and promoting collaboration among all stakeholders.
FDA also works with manufacturers to correct product problems associated with re-
processed medical devices.

Manufacturer Role

Manufacturers should design their devices to minimize debris retention, so they
can be easily and effectively cleaned. Instructions for reprocessing, included in prod-
uct labeling, should be complete, detailed, practical, and easy to understand. FDA
expects manufacturers to validate their reprocessing protocols using clinically rel-
evant soil, considering the internal components of the device, and using an actual
marker(s) (a measured component of the soil, such as protein, inorganic carbon, etc.)
for clean under-simulated use conditions and worst-case scenarios.

Healthcare Facility and Provider Roles

Healthcare institutions and staff and medical personnel share responsibility for
preventing problems associated with reprocessing. Facilities should periodically as-
sess infection control practices in clinical areas using audit tools. Facilities should
also ensure that those responsible for reprocessing understand the importance of the
job, are given the necessary training to perform it properly, and maintain pro-
ficiency in performing reprocessing for each type of device they reprocess. Reprocess-
ing staff should understand that pre-cleaning, cleaning, high-level disinfection, and/
or sterilization are distinct and separate steps of reprocessing and that they should
follow reprocessing instructions provided by device manufacturers.

Physicians and nurses should consider that reprocessing plays a role in device
performance and follow-up with the appropriate chain of accountability. They can
do this by reporting adverse events that may be related to inadequate reprocessing,
following guidelines established by professional societies, and communicating with
manufacturers regarding labeling issues and ease of reprocessing.

Challenges

Based on adverse event reports received, FDA has identified several safety con-
cerns with reprocessed medical equipment. For example, in a review of adverse
event reports on endoscopes filed with the Agency from January 1, 2007, to May
11, 2010, FDA identified 80 reports of inadequate reprocessing and 28 reports of in-
fection that may have occurred from inadequate reprocessing. Endoscopes are long
thin tubes with a camera or a light that are threaded into the lungs, the blood ves-
sels, or other cavities to visualize areas within the body. The designs of endoscopes
are intricate and complex, making optimal cleaning, high-level disinfection, or steri-
lization difficult. It is important to note, however, that endoscopes are used in over
10 million medical procedures per year. While it appears that the risk of acquiring
such an infection is relatively low and that the benefits of these important devices
outweigh their risks, we continue to work with industry, provider and government
partners to further reduce risks to patients.
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Additional challenges to adequate reprocessing of reusable devices include the de-
tailed, labor-intensive, and time-consuming nature of the necessary processes and
the fact that each reusable medical device requires specific reprocessing steps or
techniques appropriate for that device. While manufacturers are required to validate
their reprocessing instructions by documenting that the recommended cleaning, dis-
infection, or sterilization process consistently results in an adequately reprocessed
device, many manufacturers do not use a clinically relevant test soil in the valida-
tion testing of their cleaning instructions for use, nor do they use an adequate mark-
er for the removal of soil. Finally, facility reprocessing challenges, such as inad-
equate staff training and failure to consistently follow reprocessing procedures, have
been noted.

FDA’s Work With the VA and CDC

The VA and FDA have a Memorandum of Understanding in place which allows
for timely information sharing to enhance knowledge and efficiency between the
Federal partners. Within FDA, CDRH has designated a liaison that the VA may
contact at any time regarding questions or concerns on any topic. With regard to
reprocessing, beginning in 2008, the VA and FDA have collaborated to address con-
cerns regarding reprocessing of reusable medical devices and cross-contamination of
endoscopes during reprocessing. The Agency has provided labeling and general in-
formation on FDA regulations and participated in the VA conference entitled “Re-
processing of Reusable Medical Equipment: Using a Team Approach Towards a
Strategic Plan,” December 9-11, 2009.

Further, on November 19, 2009, the VA, CDC, and FDA issued a joint safety com-
munication regarding endoscope reprocessing, cautioning healthcare facilities, in-
cluding hospitals, ambulatory care facilities, and private practices, about the risks
to patients of improperly processed flexible endoscopes and their accessories and rec-
ommended steps to reduce these risks.

The VA has developed and shares with FDA information from its national elec-
tronic Cardiovascular Assessment Reporting and Tracking System (CART-CL), a
network of approximately 70 cardiac catheterization labs. FDA staff reviews this in-
formation with VA on a monthly basis, and triages for appropriate further actions.
Ongoing communication benefits both parties, with FDA learning of unexpected lab-
based experiences, and CART-CL learning about FDA recalls and public health
communications.

CDC and FDA communicate quite frequently on matters related to general infec-
tion control and to coordinate on the approval of some respiratory devices. FDA has
an ex-officio member on CDC’s Healthcare Infection Control Practices Advisory
Committee. CDC has an official liaison stationed at FDA, and there are regular
interagency teleconferences with CDC, FDA and EPA to discuss liquid chemical ger-
micides, high- level disinfectants and various aspects of reprocessing of mutual in-
terest to all three agencies.

Actions FDA is Taking

Adequately reprocessing reusable medical devices is a critically important step in
protecting patient safety. FDA is taking a collaborative approach toward improving
the reprocessing of reusable medical devices. On April 29, 2011, FDA launched the
Reusable Medical Devices Improvement Initiative to reduce the risk of HAIs from
inadequately reprocessed medical devices. FDA’s approach to addressing reprocess-
ing problems focuses on collaborating with other government agencies, manufactur-
ers, healthcare facilities, and healthcare professionals to strengthen all steps in re-
usable device reprocessing by fostering improved, innovative device designs to re-
duce debris retention, strengthening the science of cleaning and high-level disinfec-
tion or sterilization of medical devices, and ensuring that healthcare facilities prop-
erly perform cleaning, disinfecting, and sterilization.

Specifically, FDA has issued revised draft guidance that updates and clarifies the
recommended content of, and review procedures for, medical device applications con-
cerning the labeling instructions for reprocessing reusable medical devices. In addi-
tion, this draft document provides more detail about FDA’s recommendations for the
validation of processes intended to support reprocessing. We have also announced
a public meeting to be held on June 8-9, 2011, to discuss factors affecting the re-
processing of reusable medical devices and FDA’s plans to address the identified
issues. Finally, FDA has developed a webpage that provides general outreach about
reprocessing of reusable medical devices, the challenges of reprocessing, actions
FDA is taking to improve safety and effectiveness, and steps consumers and health-
care professionals can take to learn more about reprocessing reusable medical de-
vices and reporting problems to FDA.
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Goals of These Actions

The Reusable Medical Devices Improvement Initiative focuses on improvements in
device design, reprocessing procedures and protocols, and healthcare facility quality
assurance practices. This initiative will promote innovation in next-generation reus-
able medical device design that will make medical devices easier to clean, disinfect,
and sterilize, advance the science of cleaning and cleaning validation methods, fos-
ter healthcare facility reprocessing quality assurance programs, and share best prac-
tices.

The Public Meeting will bring together key stakeholders including industry, user
facilities, standards organizations, healthcare accreditation organizations, govern-
ment agencies, and professional societies the first in a series of conversations be-
tween FDA and reusable medical device stakeholders.

Conclusion

Reducing the risk of infection from reusable medical devices is a shared responsi-
bility, and one that the FDA takes very seriously. By using its unique vantage point,
FDA is helping address unacceptable patient safety problems with reprocessed de-
vices while facilitating improvements in innovative design of the next generation of
these devices. Mr. Chairman, this concludes my formal statement. I will be happy
to address any questions you may have.
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MATERIAL SUBMITTED FOR THE RECORD

Committee on Veterans’ Affairs
Washington, DC.
May 12, 2011

The Honorable Eric K. Shinseki

The Secretary

U.S. Department of Veterans Affairs
Washington, DC 20420

Dear Secretary Shinseki:

In reference to our Full Committee hearing entitled “Sacred Obligation: Restoring
Veteran Trust and Patient Safety,” that took place on May 3, 2011, I would appre-
ciate it if you could answer the enclosed hearing questions by the close of business
on June 24, 2011.

In an effort to reduce printing costs, the Committee on Veterans’ Affairs, in co-
operation with the Joint Committee on Printing, is implementing some formatting
changes for materials for all full Committee and Subcommittee hearings. Therefore,
it would be appreciated if you could provide your answers consecutively and single-
spaced. In addition, please restate the question in its entirety before the answer.

Due to the delay in receiving mail, please provide your response to Debbie Smith
by fax at 202-225-2034. If you have any questions, please call 202-225-9756.

Sincerely,

BOB FILNER
Ranking Democratic Member

CW:ds

The Honorable Bob Filner
Ranking Democratic Member
House Committee on Veterans’ Affairs

Hearing on Sacred Obligation: Restoring Veteran Trust and Patient Safety
May 3, 2011

Question 1: Dr. Petzel, would you agree that there is a problem within the Vet-
erans Health Administration with compliance of established protocols, policies and
procedures? If so, what are you doing about it?

Response: Yes, there are challenges in ensuring 100 percent compliance with es-
tablished policies across 152 medical centers, 798 community based outpatient clin-
ics, and 313,539 employees. Because this is such an important issue, I, as Under
Secretary for Health, have undertaken a realignment of the Veterans Health Ad-
ministration (VHA). Clinical elements previously focused only policy development
have been moved into the Deputy Under Secretary for Health for Operations and
Management (DUSHOM) Operations and Management section. This realignment
provides clinical leaders who will: better ensure compliance with existing policies;
improve compliance mechanisms in future policies; and improve accountability, with
a direct link to the Veterans Integrated Service Network operational structure and
the ability to directly influence practices and clinical outcomes.

These clinical leads will develop a dashboard, or set of metrics, in the areas of
homelessness, primary care, mental health, dental, surgical services, geriatrics and
extended care, sterile processing department (SPD), disability management, and
rural health operations. These dashboards allow the DUSHOM to better monitor the
quality of care provided at the field level. For example, we are aggressively inspect-
ing SPDs (a total of 9 per year per facility), and are consolidating inspection data
to track policy compliance in several key areas. Facilities with problems identified
through inspections must submit remediation plans that are tracked through com-
pletion by VA’s national SPD office.

Additionally, VHA oversight functions have been consolidated under the Principal
Deputy Under Secretary for Health (PDUSH). This will serve to align and reconcile
results of internal and external reviews, with VHA performance metrics and per-
formance results within a single entity allowing for clear identification of outliers
and improvements. Under the leadership of the PDUSH and DUSHOM, operations
and management leaders will work closely with a new VHA Quality, Safety, and
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Value (QSV) program office to ensure policy compliance and oversight is improved.
QSV will increase senior leader accountability for the quality of clinical programs
as well as the quality of VHA oversight of those clinical programs. The Clinical Con-
sultation and Compliance program within QSV is tasked with implementing an
International Organization for Standardization (ISO) 9001-consistent Quality Man-
agement System (QMS) in VHA, beginning with SPD.

ISO 9001 is the internationally recognized standard for the quality management
of businesses. It applies to the processes that create and control the products and
services an organization supplies. This approach prescribes systematic control of ac-
tivities to ensure that the needs and expectations of customers are met. This method
is designed and intended to apply to virtually any product or service, made by any
process anywhere in the world. The ISO 9001 tools are widely recognized as a best
practice approach to hardwire continuous quality improvement into organizational
structures. I believe this approach will move VHA forward in reaching our shared
goals for improvements in the VA healthcare system.

Question 2: It is clear to me that more attention needs to be brought upon man-
agers within the system who are accountable for ensuring that policies are in place,
enforced and reinforced and that the management of personnel who are entrusted
with carrying out the policies needs to be bolstered. People need to be held account-
able at every level for not doing the right thing. When you have a Service Chief
who does not do ANYTHING about the behavior of practicing dentist, even though
he had been informed that infectious control protocols were being completely ig-
nored, indicates to me a glaring weakness in leadership principles.

Question 2(a): How can behavior such as that [of the dentist in question in Day-
ton] go unnoticed for as long as it did when multiple staff members knew what was
going on?

Response: This error was one of leadership—a failure on the part of the service
chief to act in response to employee complaints. Inadequate leadership by the dental
service chief created an atmosphere in the dental clinic that discouraged individual
employee responsibility and accountability. The employees failed to go above the
service chief to make the medical center director or others aware of the issue. Given
the number and frequency of physical reviews and inspections of the dental clinic
by individuals from other departments at the Dayton VAMC, employees from other
VHA facilities, and organizations external to VHA, I, as Under Secretary for Health,
was greatly disappointed to learn that the dental clinic issues were not reported ear-
lier. As a side note, a large number of VHA employees are also veterans who receive
care at their place of employment. These employees represent the full range of
healthcare professional and support occupations, and are trained in VHA’s expecta-
tions for infection control and customer service. VHA did not receive complaints
from our non-dental service employees who received dental services.

During the week of May 2-5, 2011 a Management Review Team conducted an on-
site Management Program Review at the dental clinic as requested by the
DUSHOM. This team was comprised of seasoned current and former VHA execu-
tives. Among many issues reviewed in detail were the length of time the unaccept-
able practices continued and the failure to correct those practices. The team report
offered 11 recommendations for improvement across many program areas. These
recommendations are under final review and action plans have been developed to
implement them . Again, while this situation occurred primarily due to a failure of
leadership by the former service chief, it was determined that improvement actions
were needed in other program areas such as quality management, organizational
development, and patient safety.

Question 2(b): Why do you think other staff members did not come forward
when nothing was done about the dentist’s behavior?

Response: Cultural and other environmental factors may have contributed to
staff members not reporting. However, despite concerns regarding the impact of
making such a complaint on their career, or about retaliation from the dentist in
question or the former service chief, VHA employees have various means of report-
ing complaints or concerns. These include reporting through the Office of the Inspec-
tor General (OIG), Office of the Medical Inspector, or to Infection Control or Patient
Safety. Additionally, the System-wide Ongoing Assessment and Review Strategy
(SOARS) program, The Joint Commission, and OIG had visited the facility on mul-
tiple occasions before discovery of this unacceptable practice. Dental employees
could have approached those individuals at any time to make them aware of these
issues.
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The VHA National Center for Organizational Development (NCOD) offers organi-
zational assessment and consultation services to VHA organizations nationwide.
NCOD assists with the design, administration, and feedback provision of the VHA
All Employee Survey. NCOD also maintains an active research arm focused on orga-
nizational outcomes. Approximately 1 year prior to discovery of the practices of the
dentist-in-question, NCOD had been engaged by Dayton VAMC to review and assess
outlier employee satisfaction scores identified at the dental clinic via the nationally
administered All Employee Survey. Since the discovery of issues at the dental clinic,
NCOD has conducted onsite programs in the dental clinic to help clarify organiza-
tional climate and environmental issues. NCOD is available to provide training,
coaching, and other assistance to individual leaders, managers, and supervisors in
all programs and departments at the Dayton VAMC.

Although this report is still being reviewed, of the recommendations in the Man-
agement Review Team Report, three encompass organizational climate and develop-
ment issues: specifically executive team building; development of soft skills across
the organization; and executive leadership transition. NCOD will provide additional
consultation in these areas and actions are underway to identify seasoned VHA
leaders to provide additional coaching and consultation as action plans are devel-
oped to move forward to address the recommendations made by the review team.

Additionally, the situation in the dental clinic has been used as a teachable mo-
ment in a variety of meetings with Dayton VAMC staff, in particular the obligation
and requirement to report instances of improper infection control and substandard
patient care, to pursue those reports further if action is not taken to address identi-
fied issues, and to identify methods such reporting can be accomplished either anon-
ymously or by self identification. This was specifically addressed during the stand-
down period held in the dental clinic, where the dental clinic was temporarily closed
to allow for staff retraining.

Question 2(c): Is the leadership team not accessible to the front-line worker?

Response: We have no evidence that any employee from the dental clinic ever
attempted to bring their concerns to the leadership team and were turned away, or
prevented from doing so. No member of the dental clinic staff interviewed stated
that they had made any effort to contact the leadership team.

The senior leadership team at any VA Medical Center is accessible to staff by sev-
eral means, including scheduled committee meetings, special hospital wide pro-
grams and celebrations, visits to various work areas, and facility assessment walk
throughs. In addition, all senior leadership team members are accessible by email,
as they are included in the e-mail directory at each location.

A number of reviews of the dental clinic were conducted prior to the discovery of
practices of the dentist in question. Among these were semi-annual physical envi-
ronmental inspections conducted by a large multi disciplinary team from other Day-
ton VAMC departments and led by the Associate Medical Center Director. During
these environmental rounds, extensive discussions take place between team mem-
bers and employees in the area undergoing inspection. These discussions take place
simultaneously in the various work areas under review. It would not have been pos-
sible for the former service chief to monitor or control in any way all related inter-
actions or discussions. The practices of the dentist in question were not identified
during these physical inspections of the dental clinic.

At the Dayton VAMC, suggestion boxes are placed at multiple locations across the
Dayton campus to allow for employees, patients and visitors to communicate directly
with the senior leadership team. This approach allows for anonymous participation.
The former Medical Center Director conducted quarterly all employee town hall
meetings where any employee had the opportunity to raise issues and/or ask him
questions directly.

Presently, the Acting Medical Center Director has a well-publicized open door pol-
icy allowing for any employee to drop by unscheduled, to discuss any issue. He is
frequently out in the medical center on unannounced “walkabouts” to seek out and
engage employees. A formal ambassador program has been created for senior lead-
ers where senior leaders all are scheduled for well-publicized informal engagement
sessions in the main hospital lobby and accessible to employees, veterans, and visi-
tors. A new working group has been established that includes Veteran Service Orga-
nization (VSO) and elected officials representatives, to share information collabo-
ratively and specifically identify stakeholder issues and concerns. Finally, the Acting
Medical Center Director is making personal visits to individual VSO posts across
the Dayton VAMC service area.
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Question 3: Please explain to the Committee how long the external peer review
program has been in place and how often they look at cases for each facility to as-
sess the care provided?

Question 3(a): What, as a manager, do you do with those reports?

Question 3(b): The Veterans Integrated Service Network Directors are very sen-
ior employees, how do these reports affect them?

Response: The national external peer review contract was awarded on September
30, 2009 and was implemented during FY 10. The external reviews consist of audit
reviews and facility requested peer reviews. The audit reviews serve to assess inter-
rater reliability on peer reviews completed by facility staff as well as validate our
local process. Facility requested peer reviews are conducted when there is not
enough clinical depth in a particular specialty to obtain a peer review, when a sen-
ior level provider, such as a service chief, is under review, or when facility leader-
ship determines an independent outside review is warranted.

All VA facilities are required to submit cases once per quarter for audit review.
The large tertiary care facilities (complexity la and 1b) submit 15 cases/quarter; the
smaller facilities (complexity 1lc, 2, and 3) submit 10 cases/quarter. As of May 20,
2011, 281 facilities requested reviews and 1,785 audit reviews have been completed.
The completed external peer reviews have a secondary review by clinical staff in the
Office of Quality and Safety (OQS). Any clinical concerns are brought to the atten-
tion of the VISN Chief Medical Officer, VISN Quality Management Officer, facility
Chief of Staff, and the facility Quality Manager or Risk Manager. Teleconference
calls are scheduled with OQS staff, medical experts from the contractor, VISN, and
medical staff to discuss cases when an opportunity for performance improvement is
identified. The external peer review program is contributing to our ongoing mission
to provide high quality care to our veteran population.

Question 4: What qualities and skills does VHA look at when considering a selec-
tion for a VA Medical Center Director?

Response: Any Medical Center Director candidate must have a broad and in-
depth knowledge of healthcare systems. They must be able to analyze complex
issues, identify steps to resolve problems or implement policy, evaluate outcomes
and take corrective action where indicated. They must have strong leadership skills
to responsibly and effectively triage clinical and management issues as they arise.
Sound judgment is paramount and must foster an environment of professionalism,
optimism, honesty, integrity, commitment to quality, continuous learning and can-
dor. The candidate must have a strong sense of duty, honor and commitment to pro-
vide the highest quality of healthcare to those who have served our country. Poten-
tial candidates are required to have demonstrated hands-on healthcare operations
experience, professional board certification and continuing education are used to as-
certain an individual’s commitment to maintaining and advancing one’s personal
skill set, and a proven record of significant prior accomplishments is required.

Question 5: What are the actions taken with facility management and leadership
when the VA Inspector General repeatedly finds problems at a facility?

Response: VA leadership assesses each case and takes appropriate personnel ac-
tions when indicated. A broad range of actions may be considered ranging from the
development of remediation plans to disciplinary action depending on the nature
and severity of the issue. Issue-specific action plans may also be developed by the
facility to address identified issues. These are approved by the VISN and the OIG
and implementation is then monitored at the facility and VISN level.

Question 6: Both the Inspector General and the Government Accountability Of-
fice have stated in separate reports that patient safety is at risk due to leadership
failures and weaknesses in policies and oversight.

Question 6(a): What are you doing to improve leadership quality and manage-
ment training?

Response: As stated previously, a VHA reorganization is being implemented at
the highest levels of VHA to ensure appropriate resources are aligned to accomplish
the improvements needed. NCOD as described previously, is a nationwide resource,
that is actively engaged across the VHA system to help identify improvement oppor-
tunities and provides the tools and support necessary to achieve improvements.

Additional actions have been taken by the National Center for Patient Safety
(NCPS). NCPS provides patient safety training programs geared toward improving
communication and hand-offs for facility staff and leadership including: Medical
Team Training (MTT), and Clinical Crew Resource Management (CCRM). Specifi-
cally in regards to infection control and re-useable medical equipment, training mod-
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ules and tools related to supply/equipment reprocessing resulting from joint work
have been shared with facilities, Networks and VHA Central Office leadership and
staff. These include: a series of core lessons learned from reprocessing investigations
completed in late 2010 (Attachment A); a nationwide Healthcare Failure Mode and
Effects Analysis (HFMEA) project completed in 2007 (Attachment B); and, a presen-
tation at the national Network and Facility leadership meeting “Preventing Infec-
tion is Everyone’s Job” in early 2011.

NCPS Lessons Learned—Reusable Medical Equipment in VHA
Lori A. King, Biomedical Engineer, NCPS

The National Center for Patient Safety (NCPS) has been involved in many inves-
tigations involving set-up, use, and reprocessing of reusable medical equipment
(RME) over the last few years. We have issued Patient Safety Alerts and Advisories
on some of these topics. The two most well-known VHA Patient Safety Alerts on
the subject are the following:

o Patient Safety Alert AL06-11, issued on April 3, 2006, dealt with transrectal
ultrasound transducers used for prostate biopsies (http:/www.patientsafety.gov/
alerts/B-KMedicalTransducerAlert06-011.pdf). The facility reported soiled nee-
dle guides and later learned that brushes had not been used to clean the
lumens of the needle guides. Patients from several medical centers required no-
tification and follow up testing (for HIV, Hep C, and Hep B), resulting in the
largest look back/notification in VHA’s history.

e Patient Safety Alert AL09-07, issued on December 22, 2008, discussed improper
setup and reprocessing of endoscopic irrigation accessories (http:/www.patient
safety.gov/alerts/OlympusScopesAlertAL09-07-WWW.pdf). This Alert also re-
quired patient notification for some facilities and prompted VHA to look at all
of the reprocessing of RME in VHA facilities.

With all of the additional attention provided nationally to reprocessing since De-
cember 2008, numerous issues with set-up, use, and reprocessing of RME have been
reported from VHA facilities via Issue Briefs up through their VISN Offices to Cen-
tral Office. Additional issues have been identified in Office of the Inspector General
Combined Assessment Program (OIG-CAP) reports, System-wide Ongoing Assess-
ment and Review Strategy (SOARS) reports, and other investigations.

From involvement in many of these investigations we have identified causative
factors that have contributed to the potential for risk to patients. The risk factors
are outlined below along with suggestions that facilities can put in place to mitigate
the risks. The risk factors and suggestions are listed in no particular order; all are
important to protect our veterans from potential harm.

By providing an environment where staff feel protected to report discrepancies,
without fear of retribution or discipline, we encourage such issues to come to light
and they (along with suggestions for mitigating the risks) can be shared nationally
to ensure we are providing the best care for our veterans.

Attachment A

Risk Factor Suggestion to Mitigate Risk

Follow the manufacturer’s instructions
for reprocessing—exactly, step by step.

Reprocessing devices and device acces-
sories in a manner inconsistent with
manufacturer’s instructions (i.e., not

following the manufacturer’s instruc-
tions step by step or omitting steps).

Some examples:

e Devices and device accessories not
fully disassembled before reprocess-
ing

e Devices not sufficiently cleaned
prior to disinfection or sterilization
(e.g., neglecting to brush lumens or
channels; failing to fully submerge
a device that requires full submer-
sion into the cleaning solution)

Don’t use an item if you don’t have
manufacturer instructions and an SOP
that matches the manufacturer’s in-
structions.

At least annually, verify that SOPs
match the most current manufacturer’s
instructions. A new model of device can
mean new reprocessing instructions
and manufacturers reserve the right to
change reprocessing instructions. While
suppliers will likely notify facilities of
changes, often that information doesn’t
make it to the end users of the devices.
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Risk Factor

Suggestion to Mitigate Risk

e Use of reprocessing agents not ap-
proved by the manufacturer (e.g.,
use of hand soap instead of an en-
zymatic cleaner; use of alcohol or
sterilizing wipes instead of high
level disinfection or sterilization)

e Devices not high level disinfected
or sterilized (e.g., not using the
sterilization parameters set forth
by the manufacturer’s instructions;
cleaning but not high level dis-
infecting or sterilizing)

Do not rely on verbal or emailed in-
structions from manufacturers. Follow
official guidance from the manufacturer
(e.g., information obtained from the In-
structions for Use, Reprocessing
Guides, Company Brochures, Memo-
randum on company letter head, etc.).

Do not adapt/modify manufacturer’s in-
structions to fit your needs. If you don’t
have enough devices to properly reproc-
ess them—order more devices.

Establish and follow QC procedures in
SPD and other areas reprocessing de-
vices (e.g., commercially available qual-
ity testing for equipment in the decon-
tamination area as well as endoscopy
instruments). Technical quality con-
trols such as mechanical, chemical and
biological indicators must be used in all
areas that perform sterile processing.

Implement a QA program, to include at
minimum random audits to observe ac-
tual reprocessing practices and annual
review of SOPs.

Initial cleaning of instruments (at the
point of use after the procedure) should
be completed as soon as possible after
the procedure so that bioburden does
not dry on them or in their lumens/
channels.

Reprocess every channel of a device,
whether or not the channel has been
used during the procedure.

Provide magnification tools and proper
lighting for SPD (and other areas re-
processing RME) to conduct visual in-
spection of devices. Any devices that
manage to emerge from reprocessing
still dirty should be identified in SPD
(or other areas reprocessing RME), not
where the devices are ready to be used
(e.g., in the OR, Dental Clinic, etc.).

Manufacturer’s set up and/or use in-
structions not followed

Some examples:

e Not priming endoscope irrigation
systems prior to insertion into pa-
tient

o Staff “rigging” or “making do” with
defective devices or devices missing
parts such that procedures don’t
get canceled

e Multiple patient use of single use
devices

Follow the manufacturer’s instructions
for set-up and use—exactly, step by
step.

Do not modify, create, or enhance de-
vices, tubing or accessories. If parts are
missing, obtain the proper part that is
missing. If this is not possible, cancel
the procedure. “Rigging” or “making
do” may seem like a good idea at the
time, but it could and often does more
harm than good.

Do not reprocess or reuse single use de-
vices.

Conduct audits to observe set up and
use of RME.
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Risk Factor

Suggestion to Mitigate Risk

Purchase devices and systems with
built-in fault tolerance, where possible,
making it harder for users to make
mistakes in set up or operation.

Encourage staff to report discrepancies
without fear of discipline or retribution.

Inappropriately trained staff

Ensure that there are an adequate
number of trained staff and supervisors
at all times in SPD to meet their mis-
sion and responsibilities.

Ensure staff who reprocess devices un-
derstand the implications of improperly
reprocessed devices (e.g., the risk of
disease transmission to our veterans).
Staff should be reprocessing these de-
vices as if the next person they were to
be used on—were themselves.

Initially and then annually, assess
competency of those setting up, using,
and reprocessing RME.

Assure SOPs are available to staff, in
the location where they reprocess the
devices.

Ensure that reprocessing staff (those in
SPD and those who may reprocess in
peripheral areas) have completed the
appropriate SPD training.

Use of reusable devices that are dif-
ficult to clean properly, by design, even
when the manufacturer’s instructions
are followed (e.g., certain graspers,
Kerrison Rongeurs, suction tips, dental
burrs)

Where possible, purchase and use dis-
posable or “take apart devices” for hard
to reprocess items.

Staff not wanting to surrender instru-
ments to SPD for reprocessing for fear
of loss or damage to devices

Have the department work closely with
SPD and ensure SPD staff is properly
trained to handle and reprocess the de-
partment’s delicate devices.

Not reprocessing a reusable device ac-
cording to the original equipment man-
ufacturer’s instructions once a protec-
tive sheath has been removed (e.g., re-
moving the sheath and then using steri-
lizing wipes followed by application of
another sheath)

Reprocess the device according to the
original equipment manufacturer’s in-
structions after each use—even if a
protective sheath was used on the de-
vice during the procedure.

Unclear terminology and/or lack of clear
reprocessing instructions from the man-
ufacturer and subsequent assumptions
made by staff

Don’t make assumptions if a manufac-
turer’s instructions are unclear or non-
existent. Get clarification in writing (in
a manner more official than email)
from the supplier. If this proves impos-
sible, contact the National SPD Office
at 513-487-6030.
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Risk Factor

Suggestion to Mitigate Risk

Lack of communication/acceptable hand
off between staff in SPD (and other
areas reprocessing RME) and subse-
quent assumptions made (e.g., a staff
member hands off the process to an-
other staff member, without indicating
where they are in the process)

Ensure staff communicate what step
they are at in the reprocessing process
when they hand off the process to an-
other staff member. If the staff member
receiving the hand off is unsure of any
details after the hand off, they should
err on the side of caution (i.e., assume
that nothing has been done on the de-
vice and start from the beginning).

Use of inappropriate storage containers
for dirty devices (e.g., using sterilization
bags to store and transport dirty items)
and use of inappropriate storage con-
tainers for reprocessed devices (e.g.,
using reprocessing cassettes, use of
foam-backed transport containers)

Use appropriate storage containers for
dirty and clean devices.

Label storage containers appropriately
and keep them in separate areas from
one another.

Ensure containers physically look dif-
ferent—both in shape and color—to
clearly differentiate between containers
for clean and dirty devices.

Reprocessing occurring in peripheral lo-
cations (e.g., Dental, Eye Clinic, GI,
Urology, Radiology, etc) and oversight
staff not knowing that reprocessing was
going on in the peripheral areas

Consolidate reprocessing to SPD if at
all possible. If not possible, include au-
dits of all areas outside of SPD (e.g.,
Dental, GI, Eye Clinic, GI, Urology, Ra-
diology, etc).

Assure that staff working in these pe-
ripheral areas are held to the same
training/certification standards as the
staff in SPD.

Not being cognizant of different reproc-
essing steps done on the same device
used in different areas of the facility
(e.g., laryngoscope blades sterilized for
the OR but high level disinfected for
other areas of the facility—when the
manufacturer instructions indicate to
sterilize)

Finding different reprocessing proc-
esses existing with the same model of
device should raise a red flag to be in-
vestigated. Note however that some-
times it is perfectly acceptable that the
same device can be reprocessed dif-
ferently depending on area used in the
facility—that is, provided the manufac-
turer’s instructions indicate it can be
reprocessed in these manners and the
areas where the devices will be used
can accept the level of reprocessing.

Encourage staff to speak up, without
fear of discipline or retribution, when
they notice inconsistencies in reprocess-
ing of devices throughout the medical
center.

Human factors/systems issues with de-
vices and automatic reprocessors
Some examples:

e Not using the appropriate auto-
matic reprocessor

o Not using appropriate connections
with the automated reprocessor

Ensure staff has been properly trained
on the use and function of any auto-
matic reprocessor they use.

Verify compatibility of devices when
using automated reprocessors and that
the appropriate connections are made
to devices and reprocessing agents.

Purchase automated reprocessors with
fail safe features designed into them to
mitigate human error.

Ensure the device is approved for proc-
essing in the automatic reprocessor and
that the approval information is re-
flected in the SOP.
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Risk Factor Suggestion to Mitigate Risk
Staff not following facility policy/pro- Put in place the proper policies/proto-
tocol or lack of policy/protocol cols to ensure the examples shown to

Some examples:

the left will not occur at your facility.

Use of equipment prior to having For example:

the approval to use it Ensure there is a protocol to prevent
damaged devices from being used on
patients. The protocol should include
clear labeling on damaged devices and
authority to hold onto the device if it is

Physician bringing in his/her own
device (e.g., intubation device) and
reprocessing it (often inappropri-

ately) being requested for use on a patient.
Damaged scope (to be sent for re- A L .

: : ssure a policy is written and followed
pair) used on patient to indicate direction for all OR staff,
Loaner instruments cleaned but not | SPD staff, and vendors, such that they
sterilized understand what is expected (and not
Loaner instruments not being re- Zg)ueg:ggs(’f them regarding loaner in-

processed prior to use (e.g., deliv-
ered from the vendor to the OR in-
stead of SPD)

A special thanks to the staff at VHA facilities and VISNs, as this document would
not be possible without their commitment to patient safety and their diligence in
discovering issues and bringing them to light. Special thanks also to Sherri Bull and
Rosie Fardo from the National SPD Office for their thorough review of this docu-

ment.

Attachment B

2007 Healthcare Failure Mode and Effect Analysis (HFMEA) on
Supply Processing and Distribution (SPD) Topics

Topics/Processes

1.

10.

The process of reprocessing a flexible cystoscope between patients including
transportation, decontamination, high level disinfection, sterilization and stor-
age.

. The process of reprocessing a flexible colonscope between patients including

transportation, decontamination, high level disinfection, sterilization and stor-
age.

. The process of reprocessing a flexible bronchoscope between patients including

transportation, decontamination, high level disinfection, sterilization and stor-
age.

. The process of reprocessing a flexible esophagogastroduodenoscope (EGD) be-

tween patients including transportation, decontamination, high level disinfec-
tion, sterilization and storage.

. The process of reprocessing a rigid endoscope used in urology between pa-

tients including transportation, decontamination, high level disinfection, steri-
lization and storage.

. The process of reprocessing a rigid endoscope used in ENT between patients

including transportation, decontamination, high level disinfection, steriliza-
tion and storage.

. The process of reprocessing reusable items used to perform a transrectal pros-

tate biopsy between patients including transportation, decontamination, high
level disinfection, sterilization and storage.

. The process of assuring sterility of orthopedic implantable devices that come

in orthopedic loaner instrument trays.

. The process of communicating positive biological test results from steam, EtO,

and plasma sterilizers to the Chief of Staff, Chief of Surgical Service, Oper-
ating Room Supervisor and Infection Control.

The process of disinfecting an infusion pump after patient use including
transportation and storage.
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The process of using a pre-vacuum steam sterilizer in SPD including verifying
testing (e.g. Bowie-Dick, biological), reviewing printouts (to determine steri-
lization parameters were met, signature of reviewer, content list (detailed
enough to enable item[s] retrieval if necessary) and documentation of all re-
quired aspects of sterilization process.

The process of using the ethylene oxide (EtO) sterilizer within SPD including
verifying testing (biological), reviewing printouts (parameters were met, con-
tent list, list of items), content list (detailed enough to enable item(s) retrieval
if necessary) and documenting the results.

The process of using the plasma sterilizer within SPD including verifying bio-
logical testing, reviewing printouts (to determine sterilization parameters
were met, signature of reviewer), content list (detailed enough to enable
item(s) retrieval, if necessary) and documentation of all required aspects of
the sterilization process.

The process of using steam sterilization in Dental including verifying biologi-
cal testing (Bowie-Dick type test if using a pre-vacuum sterilizer), reviewing
printouts (to determine if sterilization parameters were met, signature of re-
viewer), content list (detailed enough to enable item(s) retrieval, if necessary),
and documentation of all required aspects of the sterilization process.

The process of decontaminating surgical instruments prior to sterilization.
The process of preparing surgical instruments for sterilization including pre-
paring the surgical instrument trays (e.g. inspecting for bioburden, checking
for instrument usability, correct instruments in correct trays) and packaging
instruments.

The process of coordinating and communicating the availability of needed
equipment and supplies between the OR and SPD.

The process of maintaining the primary storage environment including: moni-
toring room temperature, humidity, the number of air exchanges per hour,
pest control; maintaining the storage arrangement (e.g. stock rotation, avoid-
ing outdates); and maintaining cleanliness for sterilized instrumentation,
equipment and supplies in SPD.

The process of maintaining the secondary storage environment in the oper-
ating room including: monitoring room temperature, humidity, the number of
air exchanges; pest control; storage arrangement, and cleanliness for steri-
lized instrumentation, equipment and supplies.

The processes of using sterilizers for flash sterilization in the operating room
including monitoring the frequency of use, biological testing, identification of
the date and patient and the item(s) flash sterilized, and reviewing printouts
to verify sterilization parameters are being met.

Topic 1

The process of reprocessing a flexible cystoscope between patients includ-
ing transportation, decontamination, high level disinfection, sterilization
and storage.

Number of reporting facilities: 8

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:
Untrained Personnel e Provide all staff with a thorough
e Scope not cleaned properly education

e Scope not cleaned as per manufac-
turer’s instructions
e Lack of standardized staff training

Implement a mentoring program that
matches new employees with sea-
soned employees

Provide specific training on proce-
dures that are more difficult to per-
form or remember

Provide cognitive aids to reduce the
amount of information that SPD staff
must recall from memory

Provide training on manufacturer’s
procedure for cleaning

Repeat training annually as nec-
essary
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Scope not placed in distinguishable con-
tainer for transport
e May result in damage to the scope
¢ Red containers not easily accessible
o Difficult to find

o Place distinguishable containers in
easy access areas and areas where
they are used often

Unable to notify SPD or bring scope to
SPD when needed

e SPD not available

o Off hours

o Not enough staff

o Designate other staff to transport as
per policy for off hours scope use

e Hire more staff

Frequent use of brush tends to damage
bristles
o Result in bioburden build up
e Single use brushes used more than
once

e Use single use brushes once and
throw away when done

e Purchase only single use brushes

o Indicate to staff how important it is
to only use the brush one time

Personal Protective Equipment (PPE) is
not donned for cleaning procedure
e PPE is not available

e Place PPE in easy to access

e Make sure PPE is available in all
clinic rooms

ID/SPD Note: PPE cannot be
placed inside a room where clean-
ing takes place, the PPE must be
put on before entering this area.

o Create step by step protocol that in-
cludes donning PPE

e Use cognitive aids that illustrate the
step by step protocol

Scopes dry in a horizontal position that
causes pooling

e Purchase a drying cabinet with a fan
within which scopes can be hung
vertically

ID/SPD Note: Scopes must be
flushed with alcohol and blown out
with air and never stored wet.

Proper protocol not followed due to lack
of adequate equipment
o Not enough equipment
e Not the right equipment (e.g.
wrong sized brush can cause dam-
age to the scope)

e Purchase more equipment

e Be sure to get the proper equipment
for cleaning the scopes

Scopes are not being processed at the
highest level of sterilization because
there are not enough scopes to meet the
caseload of the clinic

e Purchase more scopes to allow proper
sterilization between patients

Using different sized sinks or wash ba-
sins can alter the cleaner to water ratio

e Limit process to use of a standard
basin only. Ensure all staff use the
correct basin
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Topic 2

The process of reprocessing a flexible

colonscope between patients includ-

ing transportation, decontamination, high level disinfection, sterilization

and storage.

Number of reporting facilities: 8

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Failure to disassemble endoscope before
cleaning

e Use the endoscope manufacturer pro-
vided cognitive aids showing the
cleaning process will be posted where
clearly visible during the cleaning of
the endoscope

e If none are available, construct cog-
nitive aids to provide to staff

Surgical residents performing
endoscopic procedures after hours and
on weekends do not wipe down the scope
with a detergent soaked sponge /cloth
immediately post procedure

o Use signage to remind residents of
post-operational cleaning

e Annual staff education on proper
maintenance

e Purchase a cleaning kit to be kept

bedside for the surgeon to do initial

cleaning of the endoscope

Develop a checklist/instruction for

the immediate pre and post proce-

dure care of the endoscope and asso-

ciated equipment and post it in the

appropriate areas

Personal Protective Equipment (PPE)
not used regularly

Provide PPE in locations near where

reprocessing takes place

e Use signage to indicate where and
when to use PPE

o Be sure to educate staff on proper

use of PPE

Endoscope does not dry properly, water
pools in the endoscope
e Clean endoscope cabinet located in
same area as contaminated
endoscopes

e Provide a storage cabinet that has
adequate ventilation and is equipped
to store the endoscopes vertically

e Flush lumens with alcohol and/or air
prior to storage to promote drying

e Move clean endoscope cabinet to an
area without contaminated
endoscopes

Steps skipped when going through pro-
cedures of cleaning and disinfecting (i.e.
forgetting to flush lumens with alcohol)

o Post signage of steps for cleaning to
jog memory

e Set up room to promote the proper
cleaning and disinfecting procedures

Appropriate containers not used to
transport contaminated endoscopes
e Choose not to use container be-
cause it is only a short distance to
decontamination area
e Appropriate containers not avail-
able (i.e. only open top containers
available)

See topic 4 “Transportation”

Post signage indicating that contami-

nated endoscopes must always be

transported in a closed top container

e Provide more appropriate (i.e. closed
top) containers for transport of con-
taminated endoscopes

e Be sure to place an adequate amount

of the containers in areas they are

needed

Water temperature not adequate for ac-
tivating enzymatic solution

Install thermometers to verify water
temperature before using the enzy-
matic solution
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Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:

Not using adequate amount of solution e Purchase measuring containers that
when flushing lumens with alcohol or will measure and/or dispense the
other cleaning steps exact amount of solution needed

when flushing lumens or otherwise
cleaning the endoscopes

Timing is not adequate for steps in the e Purchase and install a timer in the
reprocessing of endoscopes (i.e. soak appropriate areas to use when timing
time) reprocessing steps

ID/SPD Note: Make sure there are
enough scopes to allow them to be
properly cleaned and disinfected/

sterilized between use.

Endoscope not picked up from Oper- e Provide SPD staff with a means of
ating Room (OR) in a timely manner communication (i.e. pagers)

Results for each scope are not traceable Staff will record the scope number in

to specific patients on whom a procedure the procedure log

was performed Create a column in the procedure log
that is used to record the endoscope
number for each procedure on each
patient

e Implement a barcode system, coding
both the patient’s wristband and the

endoscope
Scopes which fail leak test may be re- e Add to the procedure the process to
processed and used again on a patient follow if a leak test fails

o All scopes which fail the leak test ei-
ther before or after the procedure
should have a work order placed and
be taken out of service until repaired

Patient specific tracking not done Develop and implement patient spe-

cific tracking log for all scopes

Topic 3

The process of reprocessing a flexible bronchoscope between patients in-
cluding transportation, decontamination, high level disinfection, steriliza-
tion and storage.

Number of reporting facilities: 10

Potential failure modes, causes and
vulnerabilities identified: Proposed solutions:
Transportation e Set up separate rooms for dirty and
e Lack of appropriate space to sepa- clean instruments/equipment
rate clean from dirty instruments/ | e Set up the dirty room so that it is a
equipment negative air flow room with monitor
¢ Adequate container not available checked daily
for transport e See Topic 4 “Transportation”
e Provide an appropriate transport
container that is rigid and properly
labeled (i.e. biohazard)




89

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:
Decontamination e Post the cleaning checklist, use as a
e Not performed correctly cognitive aid
e Lack of training e Make employees accountable by in-
e Process not standardized cluding the employee’s identification
tag to determine who processed the
instruments

e Maintain record log to reflect serial
number of each scope reprocessed
and name of the staff doing the pro-
cedure

e Require annual training for all staff

e Develop SOP for all processes and
educate staff

Cannot properly complete procedure be- | o Purchase adequate supplies

cause of lack of supplies e Create and utilize a system to report
and purchase needed items

e Bar code area for items needed

ID/SPD Note: Set levels to make
sure that an adequate stock is in
place and orders are placed in time
for supplies to come in before
items are out of stock.

Staff unaware of correct brush to use to | ¢ Purchase only disposable brushes
remove bioburden e Educate staff on which brushes to
use to adequately remove bioburden

Staff too busy to properly perform proc- | ¢ Re-write position descriptions to ade-
ess quately reflect the need of the hos-
pital and fill all vacant positions

Lack of appropriate pre-cleaning/Decon- | e Provide appropriate space to sepa-

tamination room and potential for con- rate clean from dirty instruments/

tamination equipment that meets VA directive
7176 requirements

e Provide a technician to perform all
decontamination procedures

Disinfection of bronchoscope is per- e Designate one area where the whole
formed in various areas making it dif- process of disinfecting the broncho-
ficult to monitor and ensure compliance scope occurs

with proper procedure ® Require disinfection of brochoscopes

to occur in SPD

ID/SPD Note: Recommend if at all
possible all brochoscopes be pack-
aged and sterilized for each use.

Proper concentration of enzymatic solu- | o Place a waterproof label in the sink

tion not used to indicate water level needed

e Purchase a container that will dis-
pense the amount of enzymatic solu-
tion needed for that amount of water
(pump bottle)

e Or purchase a measuring device for
obtaining the correct amount of enzy-
matic solution (measuring cup/scoop)

Improper sterilization e Develop a checklist using manufac-
turer’s recommendations

e Direct observation by supervisor to
assure compliance with manufactur-
er’s checklist
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Scope not aspirated with alcohol, sub-
stituted with another solution

Educate staff on alcohol use
Implement an initialed log to identify
scope and process steps

Inappropriate storage
e Clean scopes left lying flat in clean
containers in dirty areas

Provide separate areas to accommo-

date patient procedure decontamina-
tion and storage of instruments and

equipment in a cabinet

Change the procedure to ensure that
scopes are hung to dry after reproc-

essing

Failure to link scope and patient to
processing cycle

Use a bar coding system

Develop a system that tracks trays
and scopes to patient and process
used

Number the scopes and keep a log
that links scope number to patient
and process

Topic 4

The process of reprocessing a flexible esophagogastroduodenoscope (EGD)
between patients including transportation, decontamination, high level dis-

infection, sterilization and storage.
Number of reporting facilities: 6

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Transportation
e Uncertain which bin to use
e Potential for mixing the rinsed
soiled scope with the clean scope
Potential for wrong container to
transport from manual cleaner to
Steris
Potential for using wrong bin for
delivery of scope to end user
e Scope could be transported incor-
rectly (e.g. on its knobs, coiled,
twisted or double stacked)

Develop a system using different col-

ored bins to differentiate dirty and

clean scopes

e Purchase different colored bins, ex-

ample:

¢ Red bins: Biohazard and dirty
scopes

e White bins: Transport from man-
ual cleaning to Steris

e Gray bins: Clean scope delivery to
end user

Educate staff on the need for proper

transportation of these scopes and

the need to transport all equipment

correctly

Improper decontamination

Have reprocessing manual available
for GI and SPD staff for immediate
reference during reprocessing

Potential for using the wrong sized
brush or not having the appropriate
brushes available

Keep an ample supply of appro-
priately sized, disposable brushes

Potential for attaching the wrong cover
to the channels (i.e. different type of
scope or different manufacturer)

Implement plastic identifier card
using sturdy chains installed to each
connector that identifies type of
scope and manufacturer

Irﬁ{)lement bar coding system if pos-
sible
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Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:
Scope is not wiped down immediately e Develop procedure for nursing super-
following procedure visor and ICU staff on pre-cleaning

and handling scopes immediately
after a procedure

Dried bioburden is not removed e Competency for GI nurses will in-

clude details on aspirating detergent

and flushing air through channel

Ensure appropriate brushes are

available for removing bioburden

e Post instructions as to proper re-
moval of bioburden emphasizing
proper technique

Failure to accomplish leak testing e Monitor number of wet tests related
e Failure to deflect distal tip to check to number of scope procedures com-
for leakage pleted

e Post a detailed sequence of steps in
view of key staff assigned to reproc-
essing of scopes with demonstrated
competency assessed annually and as
changes occur

e Monitor number of tip deflections
performed related to number of scope
procedures performed

Write SOP to provide a standard of
practice on processing scopes using
high level disinfection to clean scopes
on clinical days

e SOP needs to be in place to provide
communication with end users on
processing of scopes to use during
high level disinfection

High level disinfection

Biological results are positive, but are o Alter the process to include running
not communicated as such biological indicator at the end of the
shift

Results will be available to ensure
next morning’s workload begins with
an operational unit

e Develop means of communicating
test status between microbiology and
endoscopy

Staff may not be aware to test the Steris |  Quality control book should be main-
system each day tained to ensure each Steris machine
is checked for diagnostics and
biologicals daily during regular tours
Educate staff and post signage near
the Steris indicating daily procedures

All staff may not be aware of the minute | o Assign key staff to endoscope clean-

details that should be completed for ing trained with a detailed step by
each cleaning of scopes step process, annually or as changes
occur

e Create a specialty team for the scope
cleaning process

Storage e Provide a cabinet that will allow
scopes to hang to promote proper

drying
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Topic 5

The process of reprocessing a rigid endoscope used in urology between pa-
tients including transportation, decontamination, high level disinfection,
sterilization and storage.

Number of reporting facilities: 8

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:
Transportation e Purchase and implement appropriate
e Containers used for storage and containers to protect the scopes dur-
sterilization do not protect the ing transportation
scopes during transportation e Permanently label wire transport
o Sterile instruments are transported cart as “clean” and “dirty”

on a dirty wire cart
* Scope transported without a solid ID/SPD Note: These carts must be

lid closed carts, or solid bottom
shelves and impervious covers,
(closed is better, metal).

o All scopes will be placed in a covered
container with a solid lid for trans-
porting to SPD

Variation in the concentration of the en- | ¢ Purchase a measuring device to se-

zymatic cleaner lect the correct amount of enzymatic
solution

e Purchase a container that will dis-
pense the correct amount of solution

o Make a waterproof mark on the sink
indicating the adequate water level
to achieve the correct concentration
of enzymatic cleaner solution

Brushes being re-used e Decontaminate the brushes daily
e Purchase disposable brushes only

Decontaminate the brushes after
every use

Scopes arrive at SPD with dried debris | ¢ Implement use of enzymatic cleaner
on them in a spray bottle to spray scopes with
after procedures to prevent dried de-
bris

ID/SPD Note: Simply spraying the
scopes will not correct the prob-
lem, the scopes must be wiped by
the user and the suction and bi-
opsy ports suction/irrigated.

Staff unaware that ultrasonic cleaner o Place signage above the ultrasonic
needs to be changed often and needs en- cleaner regarding the use of the en-
zymatic solution zymatic cleaning solution and the

amount to be used

Change the process to state that the

ultrasonic cleaner must be drained

after each case cart

e Post manufacturer cleaning instruc-
tions and review cleaning techniques
for all scopes
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Potential failure modes, causes and
vulnerabilities identified: Proposed solutions:

Variation in the scope cleaning process o Standardize the process by imple-

by SPD staff menting a SOP

e Educate staff in SOP

o Install cognitive aids indicating ap-
propriate steps to take during proc-
ess of cleaning

¢ Be sure to purchase adequate num-

bers of scopes to allow reprocessing

in SPD between uses

Purchase adequate amounts of clean-

ing supplies to allow appropriate re-

processing procedures

o Create a system such as bar coding
to track the scope to the person who
cleaned it

Washer | Disinfector machine’s dry cycle | e Ensure that the biomedical engi-

does not dry instruments neer’s periodic maintenance includes

drying cycle checks

Ensure SPD staff know how to report

malfunctions

e Add malfunction reports to annual
staff training and new employee ori-
entation

Establish SOP and include it in new

Variations in scope cleaning process by

SPD staff employee orientation, and annual
staff training
Storage e Store all sterile supplies in a sterile

¢ Inadvertently placed soiled items supply room only
on the top of the cart where clean Evaluate for the availability of stor-

items are being stored age space for clean items in the OR

e There are environmental hazards rooms so clean items are not stored
such as cleaning materials or dust on the top of the case cart during
in the storage area procedures

Purchase closed shelving units for
quarantined items

Relocate current shelving to mini-
mize the contamination of packages
due to environmental hazard

Topic 6

The process of reprocessing a rigid endoscope used in ENT between pa-
tients including transportation, decontamination, high level disinfection,
sterilization and storage.

Number of reporting facilities: 2

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:
Transportation e Obtain larger containers to transport
e While transporting the scope to be scopes out of room to the area where
cleaned, it is broken they are processed
¢ Endoscope may not be used in an e Provide biohazard bags inside trans-
area where biohazard bags are port case to cover contaminated en-
present, resulting in endoscopes not doscope from inpatient units after
placed in biohazard bags use

Post in the exam rooms and outside
of the endoscope transportation case,
signage indicating that used
endoscopes must be placed in bio-
hazard bags
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Timing for disinfecting and cleaning
steps is not consistent

e Purchase and install a clock with a
second hand in the work room

e Purchase timers to time endoscope
exposure to enzymatic detergent and
Cidex OPA

Crucial steps in the cleaning process are
omitted or incomplete

e Sterile processing of endoscopes
should be done by SPD staff who
have completed required training
and certification as per VHA direc-
tive 7176

e Ensure manual is updated and avail-
able

e Provide in-service by vendor to all
who are responsible for cleaning the
endoscopes

e Due to tedious process, rotate SPD
staff through different duties during
the day

e Implement a system for account-
ability using identifying tags, or a
bar coding system

Personnel without validated VAMC
competency initiate the high level dis-
infection process

e ENT clinic staff, ENT medical staff
and rotating ENT resident rosters
should be reviewed for competency

o If not competent, schedule in-service
training for staff who need it

e Schedule in-service training for phy-
sicians and residents as well

Storage cabinets are not labeled poten-
tially causing clean and dirty instru-
ments to be mixed up

o Label clean storage cabinets “clean
endoscope”

e Label any container that holds dirty
instruments “dirty endoscope”

Topic 7

The process of reprocessing reusable items used to perform a transrectal
prostate biopsy between patients including transportation, decontamina-
tion, high level disinfection, sterilization and storage.

Number of reporting facilities: 7

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Power goes out: weather, earthquake,
fire

o Reschedule cases

e Obtain backup power sources
e Develop a backup plan to use other
facilities

Nobody in SPD available to receive
items (i.e. lumens)

o Staffing issues

e Lack of communication process

Hire more staff or backup staff

Use an end of shift report, morning
and afternoon reports and a commu-
nication board in a prominent loca-
tion

Items missing/left in urology procedure
area or in the OR
o Items picked up by SPD staff inad-
vertently from the OR area
o Items are thrown away after the
case

e Urology should assume the responsi-
bility for items used during OR (op-
erating room) procedures and should
perform initial cleaning prior to de-
livering items to SPD decontamina-
tion area
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Incorrect solution or ratio of enzymatic
cleaning agent and water used for
cleaning

o Identify correct amount of enzymatic
cleaning agent purchasing container
that dispense correct amount of
cleaning agent or using other meas-
uring device (i.e. cup)

e Post this information at the decon-
tamination sink to avoid re-labeling
each new bottle and to identify the
correct solution

e Add measurement markers at 1 gal-
lon intervals to act as a visual aid for
staff when they fill the sink with
water

Failure to follow the correct protocol
when cleaning the instruments

Educate the staff in the standardized
processes available for instrument
maintenance

Review this information annually

Post visual aids and/or memory jog-
gers to assist staff

Contamination occurs during handling

Establish strict standardized proce-
dure for handling and sterilization of
the prostate needle guide device.
SPD manual H90.1 guideline (ID/
SPD Note: this should be the VA
Directive/Handbook 7176) will be
followed to prevent contamination
(e.g. end user rinses the dirty device
with tap SPD picks up the device the
device is submerged in cleaning solu-
tion external and internal

Instruction not complete [ correct

e For new equipment/devices proce-
dures/instructions are developed
using the manufacturer’s guidelines.
Guidelines are attached to the new
procedure

Failure to follow manufacturer’s in-
structions
o Staff is hurried and/or distracted
o Staff was never informed of the in-
structions

e Reduce distractions in the work area
e Hire more staff to spread out the re-
sponsibility
Educate staff on the Manufacturer’s
instructions

e Use cognitive aids (posters) to help
staff remember the cleaning steps

Brush Issues
o Correct sized brushes not available
o Staff not aware of need to brush
channels
o Brushes are dirty or worn
o Reusable brushes are not sterilized
at the end of the day following use

Establish par levels for the required
sizes of brushes

Use only NON reusable brushes

e Use cognitive aids displaying step by
step cleaning of instruments
Educate staff of the need to brush
channels

Inspect brushes prior to use and dis-
pose of if dirty or worn

o Use signage to remind staff of steri-
lizing brushes at the end of the day
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Topic 8

The process of assuring sterility of orthopedic implantable devices that
come in orthopedic loaner instrument trays.

Number of reporting facilities: 9

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Manufacturers recommendations for
cleaning instruments not sent with tray
and not on file with SPD

e SPD staff to keep files of manufac-
turers recommendations for cleaning
instruments on all instruments re-
ceived on loaner trays for staff’s fu-
ture reference

Provide staff with manufacturer’s in-
structions for cleaning instruments
for all instruments staff is unfamiliar
with

Breakdown in communication between
SPD, OR and /or vendor

o SPD releases case cart to OR with-
out communication of critical infor-
mation as part of this handoff

e May not properly deliver orthopedic
loaner instrument sets/non-biologi-
cal implants on time

e No adherence to 48 hour hold time
for implants ordered for elective
procedures

e Loaner implantable device/instru-
mentation needs are not commu-
nicated to OR staff

e Possible case conflicts related to
types and numbers of similar cases
resulting in the unavailability of
vendor or loaner implant sets (mul-
tiple cases of same type scheduled
on same day)

Create a handoff form to commu-
nicate critical information between
SPD and OR for all trays

e OR charge RN initiates a spread-
sheet showing future surgical cases
with information including but not
limited to procedure name, dates of
surgery provider, and specific instru-
ment/implant request

e Vendors are notified in advance as
cases are requested. Due to a variety
of factors some vendors are not able
to meet 48 hour deliver per VHA di-
rectives. If implants are incorporated
in loaner sets waivers may be initi-
ated only if necessary

e Education of surgical service resi-
dents to utilize OR scheduling com-
ment box to enhance verbal commu-
nication

e Development of cognitive aid with
vendor and OR contact information
to be included in training

e Use a spreadsheet to coordinate
scheduling between SPD and OR. Ar-
range daily/weekly meetings to dis-
cuss scheduling for SPD and OR

Not enough in house implantable de-
vices to accommodate emergent cases

e Purchase additional implantable de-
vices commonly needed in emergent
cases

Defect in instrument or cleaning of the
instrument overlooked
e Tech may be distracted or over-
worked

e Hold an educational in-service

e Hire more employees, or create an
additional shift

Equipment malfunction (e.g. ultrasonic
cleaner, washer/sterilizer)

e Perform periodic maintenance checks
on such equipment to ensure proper
performance

Update older machinery
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Delays in getting the releases signed by
the approving official

o If release can only be signed by one
person, consider finding a backup
such as a charge nurse to ensure the
process is not delayed

ID/SPD Note: if a release is re-
quired by a person in a position
such as the Chief of Staff, and that
person is not present, the person
acting in that position is to be the
one who signs the release.

Implant arrives late from vendor

e Department of surgery and Pros-
thetics to develop a process to ensure
timely arrival of implants to allow
full biological testing verification (72
hours prior to surgery)

Topic 9

The process of communicating positive biological test results from steam,
EtO, and plasma sterilizers to the Chief of Staff, Chief of Surgical Service,
Operating Room Supervisor and Infection Control.

Number of reporting facilities: 7

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Positive biological indicator results
might not be detected and commu-
nicated in a timely way due to limita-
tions of current equipment

e Purchase and implement new biologi-
cal indicator with capability of rapid
biological testing

ID/SPD Note: There is no Rapid
Read biological monitoring for EtO
or Plasma sterilization. Also, this
does not completely take care of
the issue, if the biological is not
properly put in rapid read out
false reading will be given. Rapid
readout is not approved in VA per
Policy (7176)
e Purchase biological indicator with
alarm function for positive results
ID/SPD Note: This is not available

for any except for Rapid readout
and it can give false negatives.

Training and quality assurance
checks must be in place to monitor
the Biological test

Positive biological indicator results
might not be detected in a timely way
due to coordination between SPD and
Lab and workstation setup in Lab. Lab
personnel could be unaware of the result

e Coordinate SPD and Lab functions to
improve workflow and tracking

¢ Revise workstation setup and imple-
ment shift change tracking sheet in
Lab

o Set timers to alarm during testing to
pr(l)mpt lab personnel to check for re-
sults

ID/SPD Note: Biological monitoring
is self contained and should be
read and documented in SPD. They
should be checked several times
during the day.
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Lack of rapid communication of positive
biological indicator results from Med-
ical Supply Technician to Chief of Staff
and Infection control Nurse because it
must go through several administrative
tiers before reaching them

e Develop procedure for reporting posi-
tive biological indicator readings
under current SPD configuration.
Procedure should include an algo-
rithm of responsibility and authority
to report positive biological indicator
results procedure posted in incu-
bator/prep room

Indicator result is not detected due to:
e Lack of proper equipment
o Positive biological indicator not
perceived as needing immediate ac-
tion
e Change shift unaware of pending
tests or available results

o Select, purchase, and implement new
incubator systems that include
alarms and with capability of rapid
incubation

ID/SPD Note: Rapid Readout is not
approved in the VA due to false
readings. If ampoules are not
placed in the incubator correctly a
false reading will be indicated by
the reader.

e Purchase and implement new incu-
bator with alarm function for positive
biological indicator results biological
testing

ID/SPD Note: Rapid Readout is not
approved in the VA due to false
readings. If ampoules are not
placed in the incubator correctly a
false reading will be indicated by
the reader.

e Periodic education of staff members

e Coordinate SPD and Lab functions to
improve workflow and tracking process

e lab checks samples several times
each day

e tracking systems for negative and
positive test results (record log)

e Implement change of shift hand off
tool for lab

Supervisor not available when reporting
positive biological indicator

e Designate a back up person

o SPD will develop a call tree of crit-
ical and emergency numbers of key
personnel. Distribute call tree to all
major services and a copy provided to
the patient safety office

Biologics being read in more than one
area of the facility increased likelihood
of errors occurring

o Read all biological results in lab

ID/SPD Note: SPD is the better
place for self contained biological
monitoring as it cuts down on
transportation and the test not get-
ting into the incubator in a timely
manner.

Sterilization log not accurate or illegible

. Pouble check sterilized items with
ist

e Educate staff to identify instruments
individually or by specific name

e minimize distractions through con-
trolling work flow

e Create a computer spreadsheet to re-
place handwritten log

Reading of biological indicators on
weekends or holidays

o Establish a 24/7 reading of biological
indicators
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Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:

Lack of clear understanding on report- e Increase education on biological indi-
ing process of positive biological indica- cators
tors e Develop procedure for reporting posi-

tive biological indicator readings
under current SPD configuration.
Procedure should include an algo-
rithm of responsibility and authority
to report positive biological indicator
results procedure posted in incu-
bator/prep room

Unclear process for follow up on load e Implement a team for recall process

that is positive after used on the patient | e Write charter for team

e Follow up on (used instruments af-
fected by a recall) instruments re-
ported to Infection control coordinator

Topic 10

The process of disinfecting an infusion pump after patient use including
transportation and storage.

Number of reporting facilities: 8

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

When staff is on leave, disinfection ac-
tivity is delayed

e Hire more SPD technicians to ensure
full service during planned and un-
planned leave

e Implement change in infusion pump
flow where the pump travels with
the patient when transferred to an-
other unit to reduce the frequency at
which the pump and pole must be
disinfected

Infusion pumps and poles are placed
back into use without a thorough dis-
infection
e Unable to discern if pump is clean
or dirty
e Pump is not considered a gross con-
tamination and is only ‘wiped
down’

ID/SPD Note: Any infusion pumps
or their associated equipment that
are not covered with a bag labeled
with the date cleaned is to be con-
sidered dirty and must be cleaned
before being used on a patient,
There is no need to bag used
pumps, they are a class 1 medical
device and are not considered
grossly soiled. They are trans-
ported throughout the medical
centers attached to tubing and the
patient.
¢ ‘Red Bag’ discontinued infusion
pumps and poles prior to removal
from patient’s room to prevent acci-
dental re-use before disinfection
Send all infusion pumps and poles to
SPD for a thorough disinfecting proc-
ess after discontinued from use
o All infusion pumps and poles should
be picked up by SPD and receive
complete SPD cleaning prior to reuse
Cover and label clean poles and infu-
sion pumps and store them in the
SPD clean room
e Assign one staff member at every
shift to ensure dirty infusion pumps
are not being used and are being
taken to the dirty room
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

SPD is not notified of soiled pumps

e Establish an SOP for routine ex-
change of pumps for disinfection

e Provide a means of communication
for SPD (e.g. pagers)

SPD is out of infusion pumps
o It is an emergent situation
e It is the weekend when SPD is off
duty
e Shortage due to missing infusion
pumps

Identify a method for cleaning infu-
sion pumps and poles appropriate for
emergent situations

Provide education for nursing staff
on appropriate circumstances and
techniques for cleaning infusion
pumps

Extend operating hours of SPD
Recommend that SPD deliver mul-
tiple (e.g. four or more) clean pumps
to acute areas late Friday afternoon
to ensure clean pumps are available
in each area for use on the weekend
Establish and utilize systems track-
ing method for infusion pumps

Staff unaware of proper cleaning proce-
dure or cleaning solutions to use when
cleaning infusion pumps and poles

Develop SOP for cleaning infusion

pumps and poles

e Educate staff periodically on proper
methods for cleaning infusion pumps

e Provide cognitive aids near the clean-

ing areas

SPD staff not available on weekends to
clean pump

e Have enough pumps on hand to
carry the staff through the weekend
¢ Hire a weekend SPD shift

Topic 11

The process of using a pre-vacuum steam sterilizer in SPD including
verifying testing (e.g. Bowie-Dick, biological), reviewing printouts (to deter-
mine sterilization parameters were met, signature of reviewer, content list
(detailed enough to enable item[s] retrieval if necessary) and documenta-
tion of all required aspects of sterilization process.

Number of reporting facilities: 7

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Power outage

e Have backup power to run at least
one sterilizer on the supply allocated

e Have an adequate supply of sterile
supplies on site for a short term
power outage

e Have a backup plan that includes no-
tifying another facility to provide
needed supplies until process is up
and running again

No water/steam for sterilizer
¢ Steam generator may not be work-
ing
o Connectivity between generator
and water may not be working

o Approach other facilities for assist-
ance

e Develop a specific contingency plan

that is posed as an attachment to

service disaster emergency plan

Teach staff trouble shooting to check

connectivity and correct the problem




101

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Operator failure due to frequent distrac-
tions/interruptions

e Limit phone calls to SPD to Nursing
Unit emergency needs

e Implementation of a warning mecha-
nism (i.e. red light) that engages
when the sterilizing process starts
warning staff that SPD personnel
should not be disturbed

e Employ more operators

No process for tracking the minimum
amount of time needed for complete ster-
ilization

e Purchase and implement the use of
timers that will start when the steri-
lization process begins

ID/SPD Note: All sterilizers used in
the VA must have recording de-
vices (mechanical printout/record-
ers).

Operator chooses wrong cycle

o Existing cycles have processes with
newer sterilizers that minimizes the
likelihood of the wrong cycle being
chosen

If the sterilizer is older, or does not
have such a process developed, create
and implement a process that will
ensure the correct cycle will be cho-
sen. Then train all staff to use it.

Document wrong load number or date
due to misreading of calendar, forget-
ting to read label, or misreading label
e Could be due to rushed or dis-
tracted staff

Write sterilization policies and proce-
dures to include daily crossing out of
the Julian date for improved accu-
racy when logging dates

Research the feasibility of using new
date guns that change the date auto-
matically

Write sterilization policies and proce-
dures to include another staff mem-
ber double checking date, log number
and signature before the process be-
gins and after it is finished

e Implement an electronic instrument
tracking system for the entire steri-
lization process

Biological results are not checked over
the weekend

e Hold the delivery of operating
room(OR) instruments until Monday
morning when biological tests can be
read and confirmed

ID/SPD Note: Only implants are
held until the results of the biologi-
cal are know. Biological are read
at 48 hours, but can be read up to 7
days, Biologicals processed on
Thursday or Friday (when SPD is
closed on the weekends) may be
read on Monday morning.

e Train OR staff on how to read and
confirm that biological tests are neg-
ative
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Information in Load Record is missing
or wrong

e Write contents on paper or external
tape prior to wrapping to ensure con-
sistent recording of pack contents
during preparation and packing

e Add a post check of load record, with
signature, after sterilization

e Have team leader monitor post-check
signature

e Compare load record to name of item
on external tape

Insufficient cooling time can lead to con-
densation

e Cool the cart at least 1 hour to mini-
mize condensation

Purchase timers and label them ac-
cording to what cart they will be on
to ensure proper timing

Training of OR and SPD staff not ade-
quate

e Ask manufacturer’s technical rep-
resentative to observe the process
and make suggestions for improve-
ment

Topic 12

The process of using the ethylene oxide (EtO) sterilizer within SPD includ-
ing verifying testing (biological), reviewing printouts (parameters were
met, content list, list of items), content list (detailed enough to enable
item(s) retrieval if necessary) and documenting the results.

Number of reporting facilities: 7

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:

Item does not have specified place for o Specify storage areas and specific
storage after removal from chamber (e.g. places for each item sterilized
equipment or supplies not placed in cor- | ¢ Barcode storage areas and check

rect area) daily by scanning bar code and visual

inspection of items
e Educate and train staff on correct
storage of items in SPD

No biological indicator placed in load * Require two signatures for load sheet
e Biological placed in wrong position verification and biological positioning

Exposure time for biological indicator e Recheck load when removed from

not monitored sterilizer that parameters have been

met for sterilization if exposure time
has not been monitored

Indicator not checked before items re- e Implement double check system by
moved assigning specific SPD staff
e No check of printout after cycle

Staff work load too high o Keep staff numbers at an adequate
level for the facility

Staff turnover too high e Create memory joggers (posters, vis-
ual aids) to help new staff remember
quickly
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Topic 13

The process of using the plasma sterilizer within SPD including verifying
biological testing, reviewing printouts (to determine sterilization param-
eters were met, signature of reviewer), content list (detailed enough to en-
able item(s) retrieval, if necessary) and documentation of all required as-

pects of the sterilization process.
Number of reporting facilities: 4

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Issues with biological indicators
e Daily control indicators not placed
in correct location or not used
e Verifying color change

NCPS Note: This is applicable for all
sterilization monitoring not just for
Plasma sterilizers.

e Pull random trays and check for
(chemical) indicators and submit
findings to infection control com-
mittee

e Biological would run in next load and
first load reprocessed

ID/SPD Note: Biological is to be

run in each gas load.

e Post signage/memory joggers to re-
mind staff of indicator

e Post written directions

e Have case cart tech perform a second
check prior to delivering to the des-
ignated area, and a third check by
the end user

List of instruments that cannot be plas- | ® Develop a list of items approved for

ma sterilized not up to date plasma sterilization using manufac-
turer’s recommendations

o Post list near sterilizers

Staff lacks training e Place each new SPD employee with a
e Loads incorrectly packed preceptor for the first few weeks
e Regarding items processed e Use signage and other cognitive aids
e Limitations of the plasma sterilizer and memory joggers to help staff
e Information misinterpreted by e Conduct periodic training reviews
Technician

Facility SOP is not present or not ade- e Develop and implement SOP for all

quate areas
e Does not include manufacturer and | ¢ Ensure SOP contains manufacturer
VHA guidelines and VHA guidelines

Topic 14

The process of using steam sterilization in Dental including verifying bio-
logical testing (Bowie-Dick type test if using a pre-vacuum sterilizer), re-
viewing printouts (to determine if sterilization parameters were met, signa-
ture of reviewer), content list (detailed enough to enable item(s) retrieval,
if necessary), and documentation of all required aspects of the sterilization
process.

Number of reporting facilities: 1

Potential failure modes, causes and

vulnerabilities identified: Proposed solutions:

e Increase time instruments are left in
ultrasonic cleaner

e Educate staff regarding extended
time in ultrasonic cleaning machine

o Create a visual aid with step by step
instruction delineating the entire in-
strument process

Ineffective ultrasonic cleaning of instru-
ments
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Recontamination
e Compromised packaging
e Wet packs and tears in bags due to
sterilizer not functioning properly

¢ Redesign instrument processing
areas to create separate areas to
handle dirty and clean instruments

e Educate staff regarding appro-
priately wrapping, bagging and seal-
ing of instruments

o Create a visual aid with step by step
instructions for packaging instru-
ments

e Repair sterilizer and perform peri-
odic maintenance checks

Topic 15

The process of decontaminating surgical instruments prior to sterilization.

Number of reporting facilities: 7

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Unable to visualize bioburden
e Tiny spaces
e Poor vision
e Poor lighting
e Lack of staff knowledge

e Purchase magnifying glass with light
e Implement mandatory eye exam to
identify staff with vision troubles
Install more light

Increase lighting wattage

Clearly define bioburden

Increase in-servicing, training
Install cognitive aids to help identify
bioburden

Staff rushed
e Increased demand for equipment
o Staff shortage

Increase staff to ensure backup

Use a temp agency as needed
Increase inventory of surgical instru-
ments to have enough instruments to
support surgical scheduling peaks
and emergency cases

Increase availability of instruments
through better coordination with sur-
gery department

Vendors bring grossly contaminated in-
struments

Develop a Memorandum of Under-
standing with vendor and SPD
Support addition to National Con-
tract for having vendor supplied in-
struments in house 48 hours prior to
case

ID/SPD Note: Require that the in-
struments remain at the VA as re-
quired by the national contract,
and do not allow them to be taken
back and forth.

e Vendor accountability in having in-
struments cleaned properly before
bringing them in for cases

Consider purchase of one-of-a-kind,
high use instruments to decrease de-
pendence on vendors

e Standardization of inventory used for
cases

Flexibility of SPD to increase staffing
the day prior to cases with numerous
instruments to assure thorough de-
contamination and processing
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Inappropriate use of the flash sterilizer
e hurry to get instrument to sterile
field
¢ instrument not meant to be flashed

o See Topic 20
e Post AAMI standards and VA Policy
in OR for flash sterilization
e Evaluate need for additional instru-
ment/sets to meet case demand and
project future demand in inter-
disciplinary meetings between sur-
geons, material coordinators and
SPD
Evaluate SPD process to streamline
and get instruments returned to OR
rather than have to flash sterilize
Develop policy/guideline for flash
sterilization use

Gross contamination present inside hol-
low instruments, difficult to remove

e Provide adequate number and size of
receptacles to submerge all hollow in-
struments in water in OR

e Purchase ultrasonic cleaner to pro-
vide proper decontamination of
lumens

Covering for transport of contaminated
instruments does not meet infection con-
trol standards

e Purchase containers with fitted lids
that will fit securely into c-lockers
and avoid spills

o Purchase stainless steel case carts
with doors to provide a barrier to
prevent spills

e Use dumbwaiter elevator between
OR and SPD

Next day schedule not always accurate
or subject to late changes due to bed
availability and SPD not prepared for
first morning cases

e Add a night shift in addition to call
person to cover routine processing
from late cases including a commu-
nication process for what sets are
needed for next day cases

ID/SPD Note: all instruments are to
be put up and ready for use, as
soon after use as possible and
should never be down overnight

e Keep communication open between
OR and SPD

Errors occur due to repetitive and tedi-
ous nature of role

e Create rewards and incentives for job
well done

e Recognize SPD staff who perform
well at staff meetings

e Pay market rate and give a higher

level pay for staff with experience

Hire people who clearly understand

the importance of this role and take

pride in performing exceptional work

each day

Implement a mandatory rotation of

SPD staff through different duties

throughout the day

ID/SPD Note: While cross training
is encouraged permanently sched-
uled rotations are not rec-
ommended.
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Inconsistent process of using manufac-
turer recommended guidelines for in-
strument cleaning

o Create a file for manufacturer rec-
ommended guidelines

e Assign a staff member to maintain
file of manufacturer recommended
guidelines

Topic 16

The process of preparing surgical instruments for sterilization including
preparing the surgical instrument trays (e.g. inspecting for bioburden,
checking for instrument usability, correct instruments in correct trays)

and packaging instruments.
Number of reporting facilities: 11

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Lack of staff with knowledge necessary
to meet the demands of the hospital
e Non-standardized procedures
e Manufacturer or vendor did not
provide protocol
e Incomplete training of staff
e Lack of knowledge of instrument
use
o Staff unfamiliar with seldom used
instruments
o All inclusive education not provided
prior to use of equipment

e Develop SOPs to reflect the require-
ments of each scope

e Visual aid posters hung close to
where trays are assembled to assist
in disassembly/assembly, cleaning
and identification of tools

e Equipment/Instrumentation will not
be implemented without published
guidelines for SPD and surgery staff
regarding proper maintenance of in-
struments and equipment

o Keep file on protocol for instruments
that are borrowed

e Designate preceptor for new employ-
ees for entire period of mandatory
training

o SPD staff rotate to OR and observe
cases to see how instruments are
used during procedures

e Both SPD staff and OR staff rotate
through services to observe the sys-
tems

¢ OR provides in-service periodically
(i.e. monthly) on complex trays

e Implement preceptor program for
new employees

e Provide each staff member with a
thorough education during new em-
ployee orientation

e Implement mandatory rotation of
staff through different SPD positions
to increase knowledge of different
areas and to prevent boredom

Water and enzymatic cleaner is not
measured but ‘eyeballed’ due to lack of
measurable containers and portion dis-
pensing enzymatic pumps

e Mark sink to reflect the correct
amount of water for scope cleaning

e Provide a measuring cup to allow for
correct measurement of enzymatic
cleaner

e Or provide a container that will dis-
pense the appropriate amount of en-
zymatic cleaner
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Incorrect instruments placed in con-
tainer
e Non-standardized nomenclature for
instruments
e Incorrect label
¢ Inconsistent measurement of in-
struments
e Similar/look-alike instruments

Random tray monitoring by SPD and

OR staff to ensure sterilization, com-

pleteness of instruments, and

functionality of instruments

e Write SOP for nomenclature and la-
beling

o Affix a permanent measurement tool
to area where trays are assembled

e Obtain detailed visual aid poster and
hang closer to where trays are as-
sembled

Washer/Sterilizer breaks down

e Purchase another washer/sterilizer

Malfunctioning instrument is identified
by doctor and disposed of and not re-
ported to SPD
e Incorrect count sheets
e Instrument is not replaced in in-
ventory
e Loss of instrument not known until
it is needed

Adequate documentation of number
and types of instruments coming in
and going out of the OR

Locate any missing instruments/
equipment

Replace/repair malfunctioning instru-
ments/equipment

Increase inventory of instruments

Malfunctioning instrument is not identi-
fied
¢ Broken instruments or instruments
needing repair are recycled into
service without repair

e Random tray monitoring by SPD and
OR staff to ensure sterilization, com-
pleteness of instruments, and
functionality of instruments

Write SOP for visual inspection
when cleaning instruments to check
for bioburden or malfunctioning in-
struments

Instruments not available
e Vendor/Loaner tray not received 48
hours in advance

Construct a Memorandum of Under-
standing (MOU) between SPD staff
and the vendor that discusses appro-
priate time periods for receiving in-
struments and equipment

(ID/SPD comment: and make sure
the MOU is agreed to by all parties
and is followed.)

Failed to visually inspect for bioburden
e Blood, bone, fecal matter left on in-
strument
e Inadequate lighting

e Write SOP for visual inspection
when cleaning instruments to check
for bioburden or malfunctioning in-
struments

Increase lighting in areas where vis-
ual inspection occurs

Failure to document counts on the origi-
nal count sheet

e Revise policy to include the instruc-
tions that upon return of the surgical
trays sent from the OR the original
count sheet is returned to SPD with
the surgical set

e Communicate this revision with the
OR staff and implement the require-
ment to complete the instrument
count on the original count sheet

e Have SPD revise the count sheet
using the count sheet format ap-
proved by the VISN, SPD and nurse
managers
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

The serial number of the scope is not
written on the sterilizer logs to allow for
tracking scope to sterilizer

o Place patient identification and scope
on sterilizer record to allow for track-
ing of scope to patient

Failure to visually inspect for bioburden
e Bioburden not recognized
e Light/Magnification not used

e Designate an educator for SPD to
show examples of bioburden

e Seek better magnifying options

. gost visual aids identifying biobur-

en

e Implement mandatory eye exam to
identify any staff in need of vision
correction

Failure to replace instrument
e Instrument not available due to
being repaired
e Instrument not in inventory
o Instrument not returned from re-
pair

e Have an additional contract for re-
pairs

e Place an order for loaner instru-
ments

ID/SPD Note: Loaner instruments
are not recommended, instruments
are to be at the medical center,
loaner instruments must be kept to
a minimum.

e Have SPD supervisor review inven-
tory and complete needs assessment
and collaborate with OR manager

e Purchase more instruments as nec-
essary

e Create tracking for instruments out
for repair

e SPD communicate with OR regard-
ing availability of instrument and to
report missing ones

Lack of staff training and process edu-
cation (e.g. material incorrectly
wrapped, or damaged wrapping, incor-
rect load alignment, cart packed too
tightly)

e Implementation of a structured edu-
cational program consisting of an-
nual competency, supervisor observa-
tion and certification testing

e Include a preceptor program for new
employees

e Implement mandatory daily rotation
though different duties in SPD

ID/SPD Note: While cross training
is encouraged permanently sched-
uled rotations are not rec-
ommended.

e Post visual aids and memory joggers

Topic 17

The process of coordinating and communicating the availability of needed
equipment and supplies between the OR and SPD.

Number of reporting facilities: 9

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Difficult to find where Operating Room
(OR) supplies are stored

o Create a table of the inventory of the
supplies and their locations
e Standardize locations of supplies
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Scheduling issues

e Scheduling changes made over
weekend

o Elective surgery scheduled between
already scheduled cases

e Patient scheduled for first case
does not show up

e No standardized means of commu-
nication for scheduling changes

e Create an OR scheduling protocol
that will outline the proper proce-
dure for changing OR cases

e Also, look into feasibility of pur-
chasing an OR scheduling package

o Assign each service a designated sur-

gery scheduler who is aware of pa-

tient’s travel constraints and takes
these constraints into account when
making the surgery schedule

Identify a point of contact so that if

the OR/scheduler have questions re-

garding the surgery it can be clear
who should be contacted

Lack of communication and/or
miscommunication

¢ OR and SPD staff must share info

across departmental lines as well as

throughout all levels of management

Provide clear upfront directions to

the staff that will enable them to

carry out tasks more timely and

avoid unnecessary delays

e Have up-to-date information avail-
able

e Periodic review of equipment/supply
lists is a feasible way to monitor in-
ventory and enhance the coordina-
tion of quality care

e SPD staff must have sufficient
knowledge of policies and procedures
related to order control and inven-
tory management

e Procedure verification. Utilize a
write down, “read back” procedure to
endure total understanding by both
staff members

Communication Issues between SPD
and OR
e No communication with OR regard-
ing being out of supplies
e Miscommunication between pro-
vider (requestor) staff and OR/SPD
(ordering) staff for new or changed
equipment request
e Miscommunication between OR
staff, nursing, SPD and Medical/
Surgical department secretary
when order is placed resulting in
incorrect equipment order
¢ OR not fully aware of SPD process
e Lack of communication between
SPD and OR due to limited phones
and contact information

Establish a process for communica-
tion of missing items between OR
and SPD liaison to communicate
with SPD night supervisor on a daily
basis prior to setup of cases in OR
Collect data on number of OR delays/
cancellations related to missing in-
struments
Explore feasibility of employing an
OR/SPD trainer ensure on going con-
sistent training of staff particularly
focusing on communication
e Utilize a write down, “read back”
procedures
e Requestor to use written standard
request (including date, subject-spe-
cifics). Request form is put on shared
drive, all parties will use a voting
button for department review and
check off
o Before completing the purchasing re-
quest, medical/surgical program sec-
retary sends to SPD/OR/Nursing
mail group the list of ordered equip-
ment and supplies
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

e Each department reviews for errors
and sends back a confirming email

During OR orientation, have new OR
staff rotate in SPD to reinforce the
importance of timely communication
between the OR and SPD

¢ OR room extensions posted in SPD
telephones with multiple phone lines
will be installed in SPD

Issues with vendors

e Vendor drops off borrowed instru-
ment kits but it is unknown if all
kits have been delivered

e Loaner trays not received in a
timely fashion from vendor or sales
representative resulting in late ar-
rival in instruments and possible
delays in procedures

e Vendor contact info is unavailable
or inaccurate which causes barriers
for communication

e Mixing of vendor and facility in-
struments resulting in lost instru-
ments

® Require vendors to provide a list of
items in instrument kits as well as
the number of trays, weight of trays,
type of tray and contents of each
tray. SPD will be informed of the
number of trays to inspect and verify
that this is accurate upon delivery
from vendor

e Arrange for a company consignment
of commonly used trays so loaner
trays are not needed

Establish a policy requiring vendor
to drop tray off by a certain time at
least 48 hours prior to the surgical
procedure

e Make available a complete up to date
list of vendor contact information via
computer access and hard copy posed
in key areas of SPD and OR

e Denote area for vendor trays coming
in and those going to

e Purchase and implement an instru-
ment locator system

e Implement a log system of loaner in-
struments

Instruments not available delivered to
wrong dept, mislabeled, unable to locate

Establish a process for communica-
tion of missing items between OR
and SPD (OR/SPD liaison to commu-
nicate with SPD night supervisor on
a daily basis prior to setup of cases

in OR

e Take a picture of instruments in
loaner trays

Case carts inaccurate
o Wrong Cart
e Missing supplies

e Standardize procedure names and
case cart codes needed for those pro-
cedures

Establish a process for communica-
tion of missing items between OR
and SPD

e Implement a system that can track
individual instruments on each cart
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Topic 18

The process of maintaining the primary storage environment including:
monitoring room temperature, humidity, the number of air exchanges per
hour, pest control; maintaining the storage arrangement (e.g. stock rota-
tion, avoiding outdates); and maintaining cleanliness for sterilized instru-
mentation, equipment and supplies in SPD.

Number of reporting facilities: 7

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Monitoring room temperature, humidity,
and number of air exchanges per hour
e Temperature and humidity are not
controlled or tracked
e No assessment of temperature and
humidity if staff not physically
present
e Records of temperature and humid-
ity are not maintained
e No monitoring of air exchanges
o Negative and positive pressure is
not monitored
e Potential to tamper with thermo-
stat

e Develop and implement a Standard
Operating Procedure for the environ-
mental controls of the storage areas

e Purchase and implement tempera-

ture and humidity loggers to continu-

ously monitor the area

Install an alarm that will sound if

the area’s temperature or humidity

goes out of range and will alert the
physical plant

Download and print data periodically

(e.g. weekly) from the logger

Print data for out of range defi-

ciencies and report to facilities engi-

neering, Patient Safety Manager,
and Infection Control Coordinator

e Put in to effect a system of maintain-

ing the records

Educate all SPD staff that will be re-

sponsible for temperature and hu-

midity control

e The air conditioning department

needs to verify and log the number of

air exchanges as well as the positive

and negative pressures in SPD on a

monthly basis

In the SOP require that air exchange

data be kept for 3 years

Monitor with a vanometer

Place a secure cover over the thermo-

stat

Current temperature and humidity re-
corders require annual calibration re-
sulting in downtime in use; due to the
nature of work schedules, there is a po-
tential for failures to go undetected for
an unacceptable amount of time

e Develop a rotation schedule for cur-
rent recorders to allow annual cali-
bration

Try to obtain temperature and hu-
midity monitors with centralized
monitoring which will wire into cur-
rent system in use in engineering to
provide computerized alarming when
temperature and humidity are out of
range and 24/7 monitoring

Pest control could be an issue if food
items are present
e Corrugated boxes for shipping
could also bring in pests
e SPD tech does not check for insects
daily, including in light fixtures
e No schedule for performing pest
control

Do not allow food or drink in any
area except the break room

Post signage indicating areas that
should be clear of food

o No shipping containers (or any cor-
rugated material) should be allowed
in SPD

All areas should be cleaned daily

e Garbage should be removed daily
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

e Develop an SOP for maintenance
that includes checking for pests daily
in all areas

In this SOP, include periodic pest
control in all areas

Maintaining storage arrangement
e Supplies on shelves do not get ro-
tated and checked for outdates

e Supplies should be obtained, mon-
itored, and distributed by SPD rath-
er than individual services to allow
better control of stock, outdates, re-
calls, etc.

e Develop a schedule for inventory ro-

tation to prevent outdates of supplies

Rotate stock so that first in is first

out

Periodically (ID/SPD Comment:

weekly, shelves must be cleaned,

stocked checked for rotation, and
supplies that will expire in the
next seven days, or until the next
scheduled cleaning and check-
ing, will be pulled) a technician
should print out a log sheet showing
which supplies will outdate in the
next year and do a walk through of

SPD to determine what supplies will

need to be added to the list ensuring

that items are pulled before outdate

e Put SPD staff in charge of all inven-
tory for disposable and reusable sup-
plies

Lack of duplicate instruments for OR
and clinic procedures may cause delay
and postponement of procedures

Make additional instruments avail-
able through contract or purchase to
ensure availability for OR and clinic
areas

Maintaining cleanliness for sterilized
instrumentation, equipment and sup-
plies
e No schedule for cleaning the shelv-
ing to maintain the cleanliness for
sterilized instrumentation, equip-
ment and supplies
o Items stored in closed cabinets may
have compromised sterility
e Carts are not cleaned on a regular
basis

Physically separate clean and steri-
lized instruments, equipment and
supplies from the dirty ones
e To ensure cleanliness in the clean
room, construct the floors, walls, and
ceiling with moisture proof material
Periodically (i.e. weekly) wipe down
all shelving and storage bins that are
used to store clean and sterile sup-
plies
Include this in the SOP for this area
Check items stored in closed cabinets
for punctures, tears, outdates, or
anything that may compromise the
sterility of the item prior to issue
Develop and implement SOP for
cleaning distribution carts on a reg-
ular basis as per VA Central Office
for cleaning of SPD cleaning logs to
be kept in Business service as per
policy
Educate all SPD staff that will be re-
gpoonsible for cleaning carts on new
P

SPD staff assigned to decontamination
area are not showering at end of the

shift

Educate staff on need to use shower
Post signage indicating need/require-
ment to use shower
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Topic 19

The process of maintaining the secondary storage environment in the oper-
ating room including: monitoring room temperature, humidity, the number
of air exchanges; pest control; storage arrangement, and cleanliness for
sterilized instrumentation, equipment and supplies.

Number of reporting facilities: 8

Potential failure modes, causes and
vulnerabilities identified: Proposed solutions:

Monitoring temperature, humidity, and |  Increase the frequency of filter clean-

the number of air exchanges ing to monthly
* Infrequent cleaning of the filters on | o Implement a continuous (24/7), auto-
air conditioning units o mated monitor for humidity, tem-
¢ No controls in place for monitoring perature and air exchanges

humidity, temperature and the
number of air exchanges in the pro-
cedure rooms and supply storage
areas

e Current air exchanges for sec-
ondary storage areas do not meet
10 air exchanges per hour as rec-
ommended by SPD handbook

Ensure the monitor has an alarm
system to alert SPD (or other appro-
priate people) in case the tempera-
ture, humidity or air exchange rate
is out of range

Pest control e Implement weekly pest control
e Food present in inappropriate areas rounds in the surgical suite
and it is attracting pests e Once insects or other pests are de-
* Cardboard boxes, open windows, tected, initiate means to eliminate
and other penetrations in the build- them from the area such as fly paper
ing could be allowing pests to enter or other traps

e Enforce a “no eating” policy in pa-
tient care and reception areas
Ensure staff food is properly stored
in break room and trash is removed
timely
Identify staff to monitor the general
cleaning of the surgical suite
e Add “no corrugated boxes” to the en-
vironmental survey checklist
e Pin close windows in OR area and
educate staff on pest control barriers
Inspect building near areas where
pest concentration is the highest to
find any penetrations that could
allow pests in

Storage arrangement e SPD storage should meet the same
* Bar code component of generic in- standard as OR storage
ventory computer package not uti- | e Utilize bar coding system and orga-
lized . nize inventory using this system to
¢ Instruments not available (out for identify instruments

repair, broken, worn out)
e Instrument kits incomplete
e Expiration dates not monitored

Establish a contract for instrument

refurbishing services, a pro-active ap-

proach to keeping instruments in

shape

e Use a count sheet to verify instru-
ment counts before reprocessing

e Designate two people to independ-
ently check the instruments

e Purchase a scale to use to weigh the

kits to determine if anything is miss-

ing
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

e Periodically (i.e. monthly) a techni-
cian should print out a log sheet
showing which supplies will outdate
in the next year and do a walk
through of SPD to determine what
supplies will need to be added to the
list ensuring that items are pulled
before outdate

Cleanliness for sterilized instrumenta-
tion, equipment and supplies
e Lack of a SOP which is tailored to
the facility for cleaning the surgical
procedure room
e Wood shelving is used for SPD sup-
plies
e Breaches in traffic control in OR
(i.e. non OR staff with inadequate
coverings and doors that allow ac-
cess)
o Sterile supplies are transported to
OR covered with a drape or left un-
covered in hallways

Develop and implement a SOP that

is tailored to the facility

Increase cleaning frequency to in-

clude cleaning rooms regardless of

use on all working days

e Include in that SOP, designation of a

housekeeper to the surgical proce-

dure room during administrative

hours to promote consistent cleanli-

ness of the procedure room

Replace with metal shelving

Post signage indicating personnel ap-

proved for entry

e Educate non-OR staff who need ac-
cess to OR

o Purchase closed carts for these pur-

poses

Post signage in prominent areas indi-

cating importance of using closed

carts

Topic 20

The processes of using sterilizers for flash sterilization in the operating
room including monitoring the frequency of use, biological testing, identi-
fication of the date and patient and the item(s) flash sterilized, and review-

ing printouts to verify sterilization parameters are being met.

Number of reporting facilities: 10

Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

Flash sterilization is used too frequently

e Issues with instruments

e inadequate supply of instrumenta-
tion (i.e., demand for instruments
exceeds instrument supply)

e debris on instruments

e wet instruments

* integrity of packaging

e instrument was not sterilized

e missing an instrument

e Ensure instrument supply is greater
than demand (e.g., purchase more of
the frequently used instruments and
those that are most frequently flash
sterilized)

e Maintain a running list of those in-

struments that require replacing

Keep additional instruments stocked

and ready to go

e SPD to use magnifying lens/lamp
consistently, particularly with prob-
lem instruments

e Operating room (OR) to use enzy-
matic cleaner and flush any instru-
ment with a lumen in the OR before
sending it to SPD

e Revise tracking log in SPD to detect
wet instruments before sending them
to the OR

e Allow more SPD personnel to attend
annually training to be certified with
“SPD level one certification”
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Potential failure modes, causes and
vulnerabilities identified:

Proposed solutions:

SPD Issues

o SPD understaffed at critical times

e Turn around time in SPD viewed to
be too long

e No time for SPD to reprocess doctor
supplied instruments and loaner
instruments delivered later than
anticipated

o Staff SPD appropriately (e.g., hire
more SPD staff, consider 24 hour op-
eration, schedule SPD staff to meet
needs of reprocessing.)

e Purchase better reprocessing tech-

nologies to decrease sterilization

times to decrease SPD turn-around

Develop a Memorandum of Under-

standing (MOU) between SPD and

OR staff, which will discuss, but is

not limited to: Scheduling, expected

turn-around times within SPD, ex-
pectations of OR for initial decon-
tamination, etc.)

Do not allow doctors to have their

own instruments flash sterilized—

they must be brought in beforehand
and reprocessed in SPD

Construct a MOU between vendors

and SPD for loaner or other instru-

ments (e.g., vendor agrees to get in-
struments or products to the facility
within a certain time period)

Improper documentation of use of flash
sterilization (e.g., staff enters instrument
sets in flash sterilization log, but doesn’t
identify the types of instruments; no rea-
son specified for flash sterilization.)

Write a SOP for flash sterilizers con-
taining the most current AORN in-
formation and reflect the VHA direc-
tive 7176 and provide educate appli-
cable staff members on the SOP

e Implement a dual layer review of
flash sterilizer documentation. Revise
documentation form to include both
(Supervisor and Center Core SPD
tech) reviewer’s initials

Improper procedure followed when
using flash sterilization (e.g., not steri-
lized long enough, no biological indica-
tors used)

Write SOP for OR for flash steriliza-
tion

Increase cognitive aids/signage near
flash sterilizers (e.g., stating what
can or cannot be flash sterilized, in-
dicating biological indicators must be
used)

Staff training (e.g., so that they know
to adhere to SOPs and MOUs)
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