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ENDOSCOPY PROCEDURES AT
THE U.S. DEPARTMENT OF VETERANS AFFAIRS:
WHAT HAPPENED, WHAT HAS CHANGED?

TUESDAY, JUNE 16, 2009

U.S. HOUSE OF REPRESENTATIVES,
COMMITTEE ON VETERANS’ AFFAIRS,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
Washington, DC.

The Subcommittee met, pursuant to notice, at 10:30 a.m., in
Room 340, Cannon House Office Building, Hon. Harry E. Mitchell
[Chairman of the Subcommittee] presiding.

Present: Representatives Mitchell, Space, Walz, Adler, and Roe.

Also Present: Representatives Filner, Brown of Florida, Buyer,
Gordon, Meek, Broun, and Ros-Lehtinen.

OPENING STATEMENT OF CHAIRMAN MITCHELL

Mr. MITCHELL. Good morning. And welcome to the Subcommittee
on Oversight Investigations hearing, “Endoscopy Procedures at the
U.S. Department of Veterans Affairs (VA): What Happened, What
Has Changed?” This meeting is held on June 16th, 2009, and the
hearing will come to order.

I ask unanimous consent that Ms. Brown of Florida, Mr. Meek
of Florida, Mr. Gordon of Tennessee, Ms. Ros-Lehtinen of Florida,
and Mr. Broun of Georgia be invited to sit at the dais for the Sub-
committee’s hearing today. Hearing no objections, so ordered. Ms.
Brown, Mr. Meek, Mr. Gordon, Ms. Ros-Lehtinen, and Mr. Broun
are invited to the dais.

I would like to thank everyone for attending today’s Oversight
and Investigations Subcommittee hearing entitled, “Endoscopy Pro-
cedures at the U.S. Department of Veterans Affairs: What Hap-
pened and What Has Changed?” Thank you especially to our wit-
nesses for agreeing to testify.

We are here today to evaluate endoscopy procedures used by the
Department of Veterans Affairs since this Subcommittee was made
aware of the improper reprocessing, incorrect usage, and sub-
standard cleaning of endoscopy equipment at Murfreesboro, Ten-
nessee; Augusta, Georgia; and Miami, Florida. We have learned
that 53 veterans and maybe more were potentially infected with
human immunodeficiency virus (HIV) and Hepatitis.

Additionally, during surprise inspections last month more than
half of the time VA facilities shockingly did not have proper train-
ing and guidelines in place for common endoscopy procedures. Ex-
posing our veterans to this type of risk is unacceptable, and I am
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outraged that any of our Nation’s heroes were potentially infected
or that they even have to worry about that possibility.

Sadly we have been there before. Time and again we have seen
the VA violate the trust of those who have bravely served this
country. These endoscopy errors are yet another reason for vet-
erans to lose confidence in a system they rely on for the care we
owe them.

Most infuriating is the irony that these veterans were under-
going routine medical evaluations to keep them safe and to prevent
illness, but ultimately, they may be in more danger now than be-
fore the procedure.

Although we will hear today from the VA that it is difficult to
determine whether illnesses diagnosed after these procedures re-
sulted from the endoscopies or from unrelated exposures, there is
no question that shoddy standards—systemic across the VA—put
veterans at risk and dealt a blow to their trust in the VA.

And I will say it again, whether or not any of these veterans con-
tracted illnesses from these procedures, it is outrageous that they
even have to worry about that possibility.

In response to these shocking wrongdoings, in December 2008
and January 2009, all VA medical centers were required to review
their procedures to ensure that they were in compliance with the
endoscopy device manufacturer’s instructions. Twenty-seven facili-
ties reported noncompliance.

I want to hear from the VA today that the Veterans Integrated
Services Network (VISN) directors have addressed these mistakes
and that medical centers are now following standard protocol. I am
also eager to hear what the VA has done to ensure that proper poli-
cies and training are in place so that mistakes like these will not
happen again. I expect to learn what will be done to care for those
who may have been exposed to HIV or Hepatitis. And I want to
know how they are going to regain the trust of the veterans they
serve.

In closing, I would like to acknowledge the VA’s cooperation as
this Subcommittee prepared for today’s hearing. But despite this
cooperation and enhanced transparency with the new Administra-
tion, we must continue to provide persistent oversight to identify
problems, motivate improvement, and help the VA to provide the
safe and thorough care veterans deserve.

Before I recognize the Ranking Republican Member for his re-
marks, I would like to swear in our witnesses. I ask that all wit-
nesses please stand and raise their right hand from both panels;
the first panel and the second.

[Witnesses sworn.]

Thank you. I would now like to recognize Dr. Roe for opening re-
marks.

[The prepared statement of Chairman Mitchell appears on p. 50.]

OPENING STATEMENT OF HON. DAVID P. ROE

Mr. ROE. Thank you for yielding, Mr. Chairman.

This very important hearing was scheduled at the request of
Ranking Member Buyer due to the seriousness of the allegations
involved in the improper disinfecting and cleaning of instruments
used during endoscopy procedures such as colonoscopies.
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I am pleased we have the opportunity to review what procedures
were in place at the time in the instances that occurred in Au-
gusta, Murfreesboro, and Miami, and what the VA has done to ad-
dress and correct VA-wide problems.

On December 1, 2008, the VA Medical Center in Murfreesboro,
Tennessee, identified a problem relating to the reprocessing of
endoscopic equipment. VA Central Office requested that all facili-
ties review their processes to ensure that they were in compliance
with the manufacturer’s instructions. These reviews identified sig-
nificant reprocessing issues at the Augusta VA Medical Center and
the Miami VA Medical Center. Both of these issues required pa-
tient notification and testing.

In February 2009, the VA announced a step-up campaign sched-
uled from March 8 through March 14 during which all VA facilities
would review the safety procedures and reprocessing protocols with
special emphasis on retraining of the reprocessing endoscopes, es-
tablishing an easily tracked accountability for instrument proc-
essing, and training on standard operating procedures by facility
leadership.

VA also began notifying veterans who were in the risk pool of po-
tentially affected patients. In total, VA has notified 10,320 veterans
of potential risks. Nine thousand nine hundred and fifty of these
patients responded to the notification, 633 declined testing or were
appointed for follow up, and 8,596 veterans were notified of the re-
sults of their testing. Out of all these veterans who were tested, 13
were found positive for Hepatitis B virus, 34 were found positive
for Hepatitis C virus, and 6 were found positive for HIV.

While the percentage of infections appear small, the issue at
hand is the proper processing of equipment and ensuring the ulti-
mate safety of those veterans who have placed their trust in VA’s
hands for care.

On March 25, 2009, Ranking Member Buyer requested an In-
spector General (IG) investigation be conducted on the VA step-up
program and to determine if there was a systematic problem
throughout the VA in meeting the step-up training requirements.

I request unanimous consent to have Ranking Member Buyer’s
letter submitted for the record.

I am looking forward to hearing the testimony of the Office of In-
spector General (OIG’s) on its investigation into this issue. It is
troubling that these steps had to be taken, but given the possible
magnitude of the problem that occurred earlier this year, it is reas-
suring that the VA has taken steps to ensure patient safety at the
VA medical facilities.

The safety of our Nation’s veterans should be our top priority
when they come to VA medical centers and out-patient clinics for
care. When we fail to care for even one veteran properly we have
failed in our sacred trust. We can do better, and we will do better.

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

[The prepared statement of Congressman Roe, and the letter
from full Committee Ranking Member Buyer to the VA OIG, dated
March 25, 2009, appear on pages 50 and 63.]

Mr. MitcHELL. Thank you, I would like to now recognize Chair-
man Filner.
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OPENING STATEMENT OF HON. BOB FILNER

Mr. FILNER. Thank you, Mr. Chairman, and I appreciate you call-
ing this hearing, and I share your outrage.

As you stated, this incident is another blow to the trust that vet-
erans have in our system. You would think that after the initial
discoveries and the directive from the VA that medical directors
would make sure that all of their equipment and all of their proce-
dures were brought into line, and yet later investigation shows that
many, many did not.

You stated that we have been there before. Whether it was deal-
ing with suicide statistics, shredding claims documents, or re-dat-
ing files, we have been there before, but I think we are going to
have a different ending to this incident, and I hope in future inci-
dents. You pointed to new transparency and new cooperation. The
VA has been up front with the statistics and with the investigation.
We all know and every one of us on this panel have talked about
the lack of accountability in the VA system, which leads to the fact
that we have been here before.

I don’t think that is going to happen again with this Administra-
tion or with this Secretary. We have praised him, every Member
here has praised him, and I will say that there is going to be a dif-
ferent accounting of this incident and future incidents.

The Secretary has assured me that there will be disciplinary ac-
tion taken. Of course, disciplinary action cannot be taken until the
required legal process is complete. Although we have been there be-
fore, we are not going to have the same ending.

I see a new transparency, I see a new sense of accountability. I
think people are going to not only take this incident and learn from
it, but understand that a new era of accountability is upon us.
Hopefully, this will say something to our veterans to restore their
trust and faith in the VA.

Someone asked me in the press today, “Should a veteran have
any problem or any doubts or concerns?” and I said, “Sure.” But,
if they become assured by the way that this new Administration
handles these incidents I think we will have restored faith rather
than less faith. This hearing is part of that assurance, but I have
confidence that we are going to have a new sense of accountability
and transparency in the VA. Mr. Chairman, I appreciate you yield-
ing to me.

Mr. MiTcHELL. Thank you. Mr. Buyer.

OPENING STATEMENT OF HON. STEVE BUYER

Mr. BUYER. Thank you very much Chairman Mitchell and Rank-
ing Member Dr. Roe.

First of all let me thank the VA OIG. Let me thank you for your
good work. Every year I feel like I work to try to get you more peo-
ple, not less, because you are a multiplier and you also do a very
good job in the accountability of a very large health system.

We also have a lot of good people who work in the VA, and too
often when incidents come up like this, I never want the entire sys-
tem to be whitewashed. But at the same time, what Chairman Fil-
ner has just said, that there is a system of accountability. And you
know, over the years I have also seen here in Washington, DC, that
there is always downward compression whenever there is an inci-
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dent that occurs. So whether it goes from the Central Office to the
VISN to the medical center, it is always downward compression,
and blame people at the lowest levels.

A couple of things I want to bring out. First of all, the reason
I asked the IG to become immediately involved in there is because
I had the really strong gut feeling that this was systemic, and you
are showing that in fact it is. I also have a deep seated concern
that this doesn’t just impact the VA health system, that this im-
pacts the greater health systems in the country at large.

We are able to examine systems and errors in the VA through
our systems of reports and accounts. So sometimes we can get real-
ly upset and say whether it is there, or is it transparent or not
transparent?

Talk about the decentralized model of health that we have in our
own country. We don’t have these reporting requirements. And I
am interested to know from VA OIG what contact the VA has had
with the U.S. Department of Health and Human Services (HHS)
and with the U.S. Department of Veterans Affairs (DoD), and
whether the same stand downs, inspections, and certifications are
being done within DoD. And DoD has its own stove pipe health sys-
tems. Because if this is happening within the VA, what is hap-
pening in DoD, what is happening in our greater health system?
And that really concerns me, because we are truly a microcosm of
the greater population, and my sense is that there are some gen-
eral greater problems out there.

The other will be on a timeline, and I will work with the IG to
get a better understanding for myself I guess with regard to the
timeline. Because in your appendices when I go back the first pa-
tient safety advisory on reprocessing medical devices was issued in
March 6th of 2003. So you are reaffirming the facilities the auxil-
iary water channels on the Olympus gastrointestinal endoscopes
need to be reprocessed, cleaned and highly disinfected and steri-
lized each time the endoscopy was used. This was back in 2003
there was a Central Office concern. And wow. I don’t know who did
or did not have their eye on the ball.

The other issue will rest with the Secretary, and that is I am
quite certain we will have a lot of different claims that are going
to be filed on behalf of veterans. This is just my opinion alone.
Each Member of Congress can have their own opinion. But my
opinion is that the benefit of the doubt will go to the veteran.

I understand causation and I also understand that there will be
veterans of whom will find themselves in a difficult position. The
legal process will somehow force them to prove causation that they
contracted HIV, was it before or after the endoscopy? Did they have
Hepatitis before or after the endoscope? And let us not do that to
the veteran. I think a presumption when in doubt here should be
placed in behalf of the veteran.

We have truly messed up, and I don’t think science is going to
be able to tell us with 100 percent certainty that they will have
contacted these viruses before and therefore we don’t have to pay.
That is going to be a judgment on behalf of the Secretary. But I
just want to be clear on my opinion, when in doubt the doubt goes
to the veteran.



I yield back.
Mr. MiTtcHELL. Thank you. Mr. Walz.

OPENING STATEMENT OF HON. TIMOTHY J. WALZ

Mr. WALz. Well thank you, Mr. Chairman and our Chairman of
the Committee and the Ranking Member for bringing this forward,
I truly appreciate that, and I appreciate your remarks, especially
the part about the benefit of the doubt with the veterans. Thank
you for saying that.

Also, I would like to say a thank you for your Office of Inspector
General. I have been talking about this since I have been here, the
service that you do and the ability to ensure quality has always
been important, and again the Ranking Members knows that this
Committee has taken a real strong stand on trying to increase
those numbers, increase your ability to do the job that you need to
do, and for that I am very appreciative.

As we get ready to ask some questions today I too would echo
the sentiments that, as I always say, I am the biggest supporter
and advocate for the VA, but because of that I will also be the big-
gest critic, and any mistakes we make, it is a zero sum game. If
one veteran is harmed by the care, that is one too many. And I
think there are some deep questions here. I think the systemic
question is the one we are going to have to try and get after.

As we start to ask a few questions here I think some of the re-
sults you found dealing with this issue and the lack of following
standard operating procedures (SOPs) leads me to believe that
there is a culture of disregarding the SOPs that probably, more
than likely, will run deeper.

So, Mr. Chairman and Chairman of the Full Committee and
Ranking Member, I want to say again this is exactly what the
Oversight and Investigation Subcommittee is supposed to do: to
provide the oversight. One, to make amends for harm that has
been done, but even more importantly, to make sure we fix this
going forward to make sure that we continue to provide the best
care available to our veterans.

So I look forward to our witnesses helping us get to that point.
Because as I have said time and time again, everyone in this room,
leave no doubt, is totally committed to the care of our veterans, and
when there are mistakes it is our responsibility to bring those for-
ward, to find corrective action, put that into place, and make sure
that we continue to deliver that care.

And I yield back.

Mr. MiTcHELL. Thank you. Ms. Ros-Lehtinen.

OPENING STATEMENT OF HON. ILEANA ROS-LEHTINEN

Ms. RoOs-LEHTINEN. Thank you so much, Mr. Chairman, and
thank you for the opportunity to participate with you.

The name of our Miami VA is one in which I am very involved
in and interested in because I passed the bill to name it the Bruce
Carter Department of Veterans and Affairs and Medical Center, so
I know the dedication, the courage, and the sacrifice of this brave
marine named Bruce Carter, and I know his family, and I want the
great staff that we have at the VA to also hold themselves up to
that same standard of care. The same strict standards that Bruce
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Carter had in his valiant, but short life, and that all of our vet-
erans have.

The terrible mistakes that led to 2,446 veterans being potentially
infected with life-threatening diseases at our Miami VA must obvi-
ously never be repeated. The VA must put their lessons learned
from these tragic mistakes to good use. They have got much work
to do ahead of them to rebuild the trust and the bond between the
veteran and the VA that is now shattered, but it had better start
with transparency and accountability.

The VA must be forthcoming with timely and candid information
so that we can all implement the solutions that are addressed in
this most excellent Inspector General report, so we can implement
those solutions promptly.

Our veterans deserve to know what went wrong, and more im-
portantly, that it will never happen to a fellow soldier from here
on out.

And I just had three quick questions that I hope that our panel
will address. I know that in a letter that the Subcommittee re-
ceived General Shinseki stated that the Miami VA reviewed the
Administrative Investigation Board and they took several discipli-
nary actions, and it included the motions, revocation of supervisory
ratings, suspensions without pay, admonishment, and to my knowl-
edge this is the most aggressive set of repercussions so far through-
out any facility that is currently under review. And I wanted to ask
what makes Miami staff more culpable of wrong doing and deserv-
ing of these actions?

And I thank the Miami VA for implementing the recommenda-
tions that Kendrick and I had put out for door knocking, for reach
out fairs, that we want up-to-date information on the results of
these efforts.

And lastly, Mr. Chairman, I would like to hear from the Miami
VA about what steps they are taking to implement the IG rec-
ommendations to make sure that quality control is held to the
highest standard.

Thank you for the time.

Mr. MiTcHELL. Thank you. Ms. Brown.

OPENING STATEMENT OF HON. CORRINE BROWN

Ms. BROWN OF FLORIDA. Thank you, Mr. Chairman. Mr. Chair-
man I want to thank you for holding this hearing today on the Sub-
committee.

As the only Democratic Member from Florida on the VA Com-
mittee I take a special interest in all issues relating to Florida that
come before this Committee.

The VA came to this Committee in March to inform us of this
situation, and we were assured that everything was under control.
Step up week, March 8th through the 14th, had done its job and
found problems with the self-reporting process. Because everything
was voluntarily reported, the system worked. All the veterans who
might have been affected have been contacted and testing was
under way and this problem was contained.

Something did not work.

Now the Inspector General reports that this issue was still going
on in the same facilities in May!
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In March, we were told that there were 3,260 patients at Miami
alone who would need to be tested. You assured us that the risk
of the cross contamination was still small. You also assured us that
the problem was found and fixed. How many patients now? Why
was the issue not fixed when the problem was first noticed? What
happened between March and May that procedures and training
were not updated? How do you know that you are able to fix this
problem?

I am very interested in hearing from the Inspector General, and
I am also interested in Miami, but I am interested in Georgia and
Tennessee. We have got to fix this problem wherever it exists and
make sure it doesn’t happen again.

We passed the largest VA budget in the history of the United
States, we have got to make sure that we support and carry out
the day-to-day needs of the veterans. Thank you.

Mr. MitcHELL. Thank you. Mr. Broun.

OPENING STATEMENT OF HON. PAUL C. BROUN

Mr. BROUN. Thank you, Chairman Mitchell, and thank you
Ranking Member Dr. Roe, and the Members of this Subcommittee
for this hearing today, and I appreciate the opportunity to be here
as we look into endoscopy procedures at the VA.

This is a matter of great concern to my constituents of the 10th
District in Georgia, which is home of the Charlie Norwood VA Cen-
ter in Augusta. As a former U.S. naval medical officer, U.S. ma-
rine, and as a physician, I am dedicated to ensuring the best care
possible for our Nation’s military veterans. President Calvin Coo-
lidge once said, “The Nation which forgets its defenders will itself
be forgotten.” Now, I agree with the President in that statement.

As Americans, we all owe a debt of gratitude to the men and
women who throughout our Nation’s history have served so bravely
in defense of liberty.

Thank you for allowing me to join you today to find out what
happened, what has changed, and what remains to be changed, and
I look forward to hearing the testimony of witnesses today.

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

Mr. MitcHELL. Thank you. Mr. Gordon.

OPENING STATEMENT OF HON. BART GORDON

Mr. GORDON. Let me start by saying thank you, Chairman
Mitchell and Ranking Member Roe, a fellow Tennessean, for hold-
ing this important hearing on endoscopy procedures at the VA
Medical Center. I appreciate the opportunity to participate, even
though I am not a Member of the Veterans’ Affairs Committee.

But I want to say from the start that my father, a World War
II veteran, worked at the VA there at the Alvin C. York Center for
27 years. He was a grounds keeper. And when I was in high school
and later in college, I was a volunteer there, so I know firsthand
the dedication of those individuals that work at the York Hospital.

But mistakes were no doubt made. However, the VA sought to
determine which veterans in Murfreesboro, and later in Miami and
Augusta, were potentially affected by the errors and offered expe-
dited blood tests free of charge for them.
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The unfortunate reality is that out of the more than 6,400 vet-
erans in Middle, Tennessee, who received a colonoscopy during the
period in question, 26 tested positive for Hepatitis B, Hepatitis C,
or HIV; all blood-borne diseases.

And while there may be no way to definitively determine if the
Murfreesboro VA caused all of these infections, one thing is certain,
veterans confidence in the VA facilities has been shaken. I have
heard from many veterans who were relieved that they tested neg-
ative, but at the same time expressed a sense of distrust. One of
these veterans who served in Vietnam and is 100 percent disabled
tested negative. However, he told me that he will not have another
colonoscopy until he can be assured that this type of error won’t
happen again.

I hope you will address this matter in your testimony and con-
sider laying out a plan to rebuild the confidence among veterans
in Tennessee and the rest of the United States.

Another concern is how the VA plans to handle the cost associ-
ated with the treatment of the affected veterans. As I mentioned
earlier, 26 Middle, Tennessee, veterans tested positive for blood-
borne diseases. Many of them are required to make co-payments
for their nonservice-connected treatment at the VA service.

One of my constituents, who tested positive for Hepatitis C, re-
cently lost his job. He is only rated 30 percent disabled and has
great concern about how is he going to afford the necessary treat-
ment?

While there may be no way to determine if the VA endoscopy
procedure resulted in his infection, it is my hope that the VA will
consider giving each of the infected veterans the benefit of the
doubt and pay in full for their care if needed. I hope you will ad-
dress this in your testimony today.

And finally, I spoke with a veteran late last week who was noti-
fied on May the 8th, 2009, that he may be at risk of an infection
and should get tested immediately. The initial letter went out in
February. This veteran was obviously overlooked. What additional
steps is the VA taking to ensure that all veterans who may have
been exposed are properly notified?

Again, I thank the Chairman and Ranking Member for allowing
me to participate in this hearing and look forward to the testimony
of our witnesses.

Mr. MitcHELL. Thank you. Mr. Meek.

OPENING STATEMENT OF HON. KENDRICK B. MEEK

Mr. MEEK. Thank you very much, Mr. Chairman, Ranking Mem-
ber, for allowing me to be here, not a Member of this Committee,
but a proud Member of the past 6 years of serving on the Armed
Services Committee, we deal with a number of issues not only fac-
ing veterans, but those that are enlisted now.

I have been looking forward to this day coming for some time
where we could hear back from the Inspector General and hear
more from the Veterans Affairs about the level of service that vet-
erans are receiving or not receiving.

As you know, the hospital in question is in my district. And Con-
gresswoman Ileana Ros-Lehtinen and I have worked very closely
together. Congresswoman Brown, serving on this Committee, has
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worked on behalf of veterans in the past, and Florida is home to
a number of veterans.

I can tell you, Mr. Chairman, I am beyond disturbed of the dates
and times that we have been told that this particular issue would
have been resolved by now only to find out of the VA admitting
itself that we still have a super problem with veterans receiving
care and their health care being compromised as we sit here in this
Committee room.

I came today to find out if there will be recommendations on leg-
islative action to bring about a change immediately, or will the
proper management be put in place to prevent compromising vet-
erans in their health care? We are talking about one procedure
here, so what is happening with the other procedures that are tak-
ing place in the VA?

Now, I do commend the hard working men and women, some of
whom are veterans that work within the VA, but I am very, very
concerned and will take out sharp objects against those that are
not moving in an appropriate way to make sure that this doesn’t
happen again.

Someone getting fired is not a solution. Someone moving in or a
number of individuals moving in the right direction and making
sure that veterans are no longer compromised when they go in to
get preventive care—preventive care I must add—and I don’t need
to give a speech about the commitment of veterans in this country
to allow us to salute one flag, but I think the least that we can do
is give them the utmost confidence that when they step through
the doors of a VA need it be in Miami, Florida, or anywhere in the
country and even here in the Capital beltway that they know that
their health care is not being compromised.

So Mr. Chairman, being a Member of the House and being in an
investigative body, one of our number one objectives and duties
here representing the American people and veterans we have to be
assured and we have to assure our constituents and veterans in
this country that they are not being compromised when they step
through the doors of the VA.

So I comment you and the Ranking Member and other Members
that are here to show great interest. Some are on other Commit-
tees but could not be here today on this topic, and I look forward
to the continued work of this Committee and this Congress to as-
sure every veteran that they will not be compromised when they
walk through the doors of the VA.

So I am looking forward to the Inspector General’s report. I am
looking forward to hearing recommendations on how we can im-
prove not only a level of care, but assure every veteran that they
are not compromised, especially when it comes down to human
error and lack of procedures. So I look forward to the testimony,
sir.

Mr. MiTcHELL. I ask unanimous consent that all Members have
5 legislative days to submit a statement for the record. Hearing no
objections, so ordered.

At this time I would like to welcome panel one to the witness
table. Joining us on the first panel is Dr. John Daigh, Assistant In-
spector General for Healthcare Inspections for the Office of Inspec-
tor General, U.S. Department of Veterans Affairs. Dr. Daigh is ac-
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companied by Dr. George Wesley, Director of Medical Consultation
and Review in the Office of Healthcare Inspections for the Office
of Inspector General; Dr. Jerome Herbers, Associate Director of
Medical Consultation and Review in the Office of Healthcare In-
spections for the Office of Inspector General; and Dr. Limin Clegg,
Dirlector of the Biostatistics Division at the Office of Inspector Gen-
eral.

I ask that all witnesses stay within 5 minutes of their opening
remarks. Your complete statements will be made part of the record.

At this time, I would like to recognize Dr. Daigh for up to 5 min-
utes.

STATEMENT OF JOHN D. DAIGH, JR., M.D., CPA, ASSISTANT IN-
SPECTOR GENERAL FOR HEALTHCARE INSPECTIONS, OF-
FICE OF INSPECTOR GENERAL, U.S. DEPARTMENT OF VET-
ERANS AFFAIRS; ACCOMPANIED BY JEROME HERBERS, M.D.,
ASSOCIATE DIRECTOR OF MEDICAL CONSULTATION AND
REVIEW, OFFICE OF HEALTHCARE INSPECTIONS, OFFICE OF
INSPECTOR GENERAL, U.S. DEPARTMENT OF VETERANS AF-
FAIRS; GEORGE WESLEY, M.D., DIRECTOR, MEDICAL CON-
SULTATION AND REVIEW, OFFICE OF HEALTHCARE INSPEC-
TIONS, OFFICE OF INSPECTOR GENERAL, U.S. DEPARTMENT
OF VETERANS AFFAIRS; AND LIMIN CLEGG, PH.D., DIREC-
TOR, BIOSTATISTICS DIVISION, OFFICE OF HEALTHCARE IN-
SPECTIONS, OFFICE OF INSPECTOR GENERAL, U.S. DEPART-
MENT OF VETERANS AFFAIRS

Dr. DAIGH. Mr. Chairman and Members of the Subcommittee,
thank you for the opportunity to comment on our findings regard-
ing the reprocessing of flexible endoscopes at VA Medical Facilities.

Seated with me at the table are Drs. Herbers, Wesley, and Clegg,
as you have previously identified. There should be two handouts at
your tables with the diagrams which I will refer to as I go through
my testimony.

Mr. FILNER. Dr. Daigh, could you speak more directly into the
microphone?

Dr. DAIGH. Yes, sir.

Mr. FILNER. It is a hard room to hear everybody. Thank you.

Dr. DaIGH. There are two handouts at your table which I will
refer to.

As I present our findings to you this morning, I report based on
our ongoing work, that VA provides veterans with high quality
medical care; however, I am concerned that the necessary controls
are not in place to ensure the consistent delivery of a uniform med-
ical benefit to veterans.

The Inspector General was asked to review the circumstances
surrounding fiberoptic endoscope reprocessing errors at three VA
medical facilities; Murfreesboro, Tennessee; Miami, Florida; and
Augusta, Georgia.

At Murfreesboro on December 1, 2008 during the colonoscopic
evaluation of the third and last patient of the day a discoloration
was noted in the auxiliary water tube, a finding that suggests that
colonic contents had refluxed into tubing connected to the endo-
scope and thus created a risk of patient cross contamination.
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A detailed review of this issue at Murfreesboro was undertaken
which revealed one, that the one-way valve between the auxiliary
water tube and the irrigation tube had been replaced by a similar
appearing connector with no one-way valve. Secondly, that the aux-
iliary water tube was not reprocessed between each patient, but at
the end of the day. And thirdly, that the irrigation tube was not
discarded at the end of each day.

On January 7th, 2009, the second and third patient from the De-
cember 1, 2008, schedule were notified of their risk of Hepatitis B,
Hepatitis C, and HIV. The first patient of the day not being at risk
of cross contamination was not notified.

Our review of the medical literature indicates that there are no
reported cases of HIV transmission by a colonoscope; however,
there are cases of transmission of Hepatitis B and C in the lit-
erature.

Because the date of use for the incorrect connector could not be
established, letters were sent on February 9th to 6,387 veterans
notifying them of a potential risk of viral infections. The action no-
tified affected veterans from the date the endoscope was placed in
service, April 23, 2003, who were not the first patient of the day.

After the events at Murfreesboro, a National Center for Patient
Safety Alert was issued on December 22nd, 2008, requiring a com-
pliance, noncompliance response by January 7, 2009, from VA med-
ical centers. Sixteen additional sites reported noncompliance with
this alert. Thirteen indicated they did not comply with the manu-
facturer’s recommendation for change in the auxiliary water tubing
between patients, and ten indicated noncompliance with changing
the irrigation tubing at the end of the day.

As a result of this data Veterans Health Administration (VHA)
issued a memorandum, and on February 9, 2009, a directive on the
use and reprocessing of reusable medical equipment in VHA facili-
ties.

VHA directed that an endoscopy step-up week should take place
the week of March 8 to 14 to ensure compliance with these direc-
tives.

I will now address the issues at Miami, Florida. On January 5th,
2009, Miami responded to the National Center for Patient Safety
Alert 0907 indicating no problems with endoscopy equipment. In
preparation for the step-up week it was determined that Miami
was not compliant with the patient safety alert and directives.

On March 5th, 2009, the VISN was notified, and on March 6th
the memorandum was forwarded to the VA Central Office (VACO)
indicating noncompliance with alert.

The findings at Miami included the auxiliary water tube was not
processed between patients, none of the irrigation tubing had been
changed since purchase, and endoscopic procedures began before
the auxiliary water tube was connected to the scope half of the
time. This breach of operational protocol made reflux of colonic con-
tents into the auxiliary water tube more likely.

On March 17, 2009, VHA recommended disclosure of the risk of
viral infection to the affected veterans who had a procedure be-
tween May of 2004 and February 12, 2009. Three thousand two
hundred and sixty letters were mailed to veterans at risk of viral
infection.
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With respect to the 16 sites that indicated failure to comply with
manufacturer’s instruction for reprocessing of the auxiliary water
tube and/or replacement of the irrigation tube, VHA determined
after a significant review that the risk of infection was small, and
when balanced against the risk that veterans would forego
colonoscopic examinations or experience other untoward effects, de-
cided not to notify veterans exposed to this risk.

I will now discuss the issues at Augusta, Georgia, VAMC, which
did not properly reprocess endoscopes used by ear, nose, and throat
(ENT) physicians.

On November 4, 2008, after an endoscopic procedure a patient
questioned why the scope was cleaned with a disposable sanitizing
cloth when the box indicated that the cloth should not be used on
equipment that comes into contact with mucus membranes? A facil-
ity investigation ensued. It was determined that ears, nose and
throat endoscopes were not properly reprocessed and 1,069 affected
patients were notified of their possible exposure to Hepatitis B, C,
and HIV.

On May 13 and 14, the Office of Inspector General’s Office con-
ducted an unannounced inspection of colonoscopy and ENT reproc-
essing sites within VA medical facilities testing compliance with
the VHA directive.

From the sampling of colonoscopy reprocessing units, the OIG
projects that nationwide 78 percent of VA colonoscope reprocessing
units were in compliance with directives by having a scope specific
reprocessing SOP available at the reprocessing site. We estimate
that only about one out of two colonoscope reprocessing units were
in compliance with the requirement to ensure demonstrated com-
petency and endoscope processing by employees at these sites, and
that 43 percent of the reprocessing sites had both demonstrated
competencies.

The OIG report recommends that VA ensure compliance with the
relevant directives regarding endoscope reprocessing, explore possi-
bilities for improving the reliability of endoscope reprocessing with
VA and non-VA experts, and review the VHA organizational struc-
ture and make the necessary changes to implement quality controls
and ensure compliance with directives.

VHA concurred with the recommendations and findings and
agreed to supply us with an action plan.

Thank you, Mr. Chairman for the opportunity to testify before
you this morning, we will be pleased to take your questions.

[The prepared statement of Dr. Daigh and referenced slides, ap-
pear on p. 51.]

Mr. MiTCHELL. Thank you, Dr. Daigh.

You know, one of the most important questions on everyone’s
mind is how do we make sure this doesn’t happen again? We have
seen the procedures were not followed at separate locations.

And there are two questions I have. Is there something about the
VA’s guidelines and procedures that make them difficult to follow
in this instance? And secondly, if not, why was there a breakdown
in procedures at different locations?

Dr. DAIGH. I think that there are a number of different types of
processes that occur in a hospital. Some require a great deal of
thought and intellectual activity to derive what the treatment plan
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should be, other processes are really industrial in nature. That is,
you need to supply reprocessed equipment to the right user when
he needs that equipment, you need to provide sterile equipment to
the operating room on time. And I think VA needs to take the ap-
proach that would ensure a tighter quality control methodology and
a standard way to reprocess these scopes across the entire VA so
that there are checks in place, people understand exactly who is re-
sponsible for reprocessing endoscopes at the VA facility.

For instance, when you look at gastrointestinal (GI) scopes and
you ask the question who is responsible for reprocessing it? We
found that in some hospitals it was supply, processing, and dis-
tribution (SPD), some hospitals it was the nurses in the GI lab,
some hospitals it was GI lab staff.

So I think VA needs to standardize the way they deal with re-
processing issues, and they need to ensure that there is one way
to do it and that that methodology is tested rigorously during the
reprocessing activities by the facilities.

Mr. MITCHELL. Another question. How could the confusion be-
tween the one-way valve and connector lead to the problems at
Murfreesboro had been prevented?

Dr. DAIGH. I don’t think it was ever determined how the one-way
valve switch occurred, so that despite a number of reviews by VHA,
no one understands right now how that occurred. The Clinical Risk
Assessment Advisory Board (CRAAB) came to the conclusion that
this was the only instance in which this event occurred across the
system. We have talked with the manufacturer and they are aware
of no other instances that this has occurred.

So the best that we can surmise is that in the cleaning process
at one point in time somebody took apart the tubes and then reas-
sembled them incorrectly. The instructions do not anticipate that
you are going to take these tubes apart and remove the valves from
the tubes they come assembled with, but that is the best guess as
to what happened. But there is no real known answer to that ques-
tion.

Mr. MiTcHELL. With all the notifications to medical centers from
scope manufacturers to VA patient safety and directives from the
VA leadership, why do you think you found such poor compliance
in these directives?

Dr. DAIGH. If an alert goes out on a topic then I think it is impor-
tant that the individual at each hospital or VISN understand clear-
ly who is supposed to respond to that alert. And if the management
of GI endoscopes at the different facilities is actually managed by
different people, then I think there in fact might be some mis-
understanding or confusion as to who exactly is supposed to re-
spond to the alert and ensure that the alert is acted upon properly.

I also would point out that the VISNs are all structured dif-
ferently and that the facilities are all structured internally dif-
ferently. And when we were here talking about Marion I also made
the point that I thought that the committee structure within the
facility at Marion was not typical of other VA facilities.

So I think the VA needs to think about the flow of data through
the system, both the quality assurance data, quality control data
that should routinely be collected at the facility, so that it is col-
lected in a standard way, analyzed in a standard way, and then re-
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ported back to Central Office in a standard way. And I think with-
out that it is going to be very difficult to solve these problems.

Mr. MiTcHELL. Thank you.

And at this time I would like to call on Dr. Roe.

Mr. ROE. Thank you, Mr. Chairman.

First of all, I think we should acknowledge that the VA in
Murfreesboro and Augusta did self-report this, and they are to be
praised for that. And one of things you don’t want to do is discour-
age that by the impunity at the level right there where the people
had discovered it and found out.

I will tell you, having been in the operating room thousands of
times myself, that if this has been an airplane taking off or one in
the air this would have crashed. That is how bad this is. This
should not have happened.

And one of the things you can do I think, Dr. Daigh, is—and you
are familiar with this in the operating room—is a surgical pause
that we do prior to operating on anybody. Is this the right patient?
Are we doing the right procedure? Are we following the protocol?
And do we have the equipment we need to do this operation? And
I think had the protocols been followed—and I was baffled—I have
read that entire brief two times, and cannot figure out how this
happened. How you could have had a procedure set in place and
just not followed it. I mean, I have done literally thousands of pro-
cedures, and this was just not done right.

To re-emphasize, I have reviewed the literature myself and the
incidence of the chances of developing something are very remote;
one in 1.8 million, probably less than that, but there have been re-
ported cases that it has happened.

And so I agree with Ranking Member Buyer, that you have to
err on the side of the patient because of the mistakes that were
made here.

And I think I would like to know exactly why we did any more
procedures when we found that we had been doing them wrong?
Why we didn’t stop right then and make sure systemwide—I real-
ize it is a huge system, 142 or more hospitals—but one patient gets
harmed, that is one too many. It is 100 percent.

Can you assure me right now—and I agree with Congressman
Meek, we need to know—that if I am a veteran, which I am, and
I go into a VA hospital, do I have confidence in that facility? Be-
cause that is what is at risk right here, what we are talking about.
You assure me right now that if I go in and get a colonoscopy at
Mountain Home VA in Johnson City, Tennessee, where I live that
it is going to be done properly and that the protocols and proce-
dures are going to be followed.

Dr. DAIGH. Well, sir, I am going to ask VA to give that assur-
ance. We have recently published a report, we have indicated that
we think there are systemic issues, and I am going to ask that the
VA itself offer that assurance to you.

We believe in check and verify, and so I am not in a position to
comment on that. I hope that they are in that position, but I will
ask VA to comment on that, sir.

Mr. ROE. Is anyone in the panel here able to comment on that?

Dr. DAIGH. No, sir. It would be the next panel.

Mr. RoE. We will ask later when the VA is here.
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I think that one of the things that is sort of surprising and was
a good thing I think was the recognition at the Murfreesboro VA,
and all of them that went ahead and recognized right then.

But this, as Congressman Buyer also pointed out, may be more
systemic than we had first thought, and we need to look at every
procedure that anyone has and make sure those protocols are being
followed. Do you all have any recommendation other than just fol-
low the protocols?

Dr. DAIGH. I think that for the endoscopy procedures, which are
in fact incredibly sophisticated equipment used in many, many
places in the hospital appropriately, that VA work with the Food
and Drug Administration (FDA) who deals with the design require-
ments and also deals with the instructions to clean and properly
reprocess this equipment, to see if alignment between the hospital’s
needs to reprocess and to efficiently deal with these pieces of equip-
ment can be aligned with FDA’s requirements. So I think that is
an important link that needs to occur. And I do know that VHA
has been talking with FDA on these issues.

Mr. ROE. Well let me suggest, and I know you are not the one,
and I am just—I had a colonoscope—it isn’t that complicated.

Dr. DAIGH. Right.

Mr. ROE. I mean, it is really labeled four things. It is not a com-
plicated procedure. If you follow it, it is one, two, three, four. It
isn’t hard.

Dr. DAIGH. Right.

Mr. ROE. It is not rocket science.

Dr. DAIGH. Right.

Mr. ROE. So I think this is something that we have got to make
sure that we do across this great system. It is a wonderful system
the VA is, and as Congresswoman Brown said, we have had a great
increase in the last 2 budget years for VA.

So I will yield back, Mr. Chairman.

Mr. MiTcHELL. Thank you. Mr. Filner.

Mr. FILNER. Thank you, Mr. Chairman. It is nice to hear some
of the expertise that you have in the operating room coming out
here. I appreciate that, Dr. Roe.

Dr. Daigh, How long have you been in your present position?

Dr. DAIGH. I have been in this position since 2003.

Mr. FILNER. Okay. So you have done a series of these kinds of
investigations.

Dr. DAIGH. Yes, sir, we have done reports on the VA for a num-
ber of years.

Mr. FILNER. In your experience, has the VA taken all of the rec-
ommendations that you make in a report? Do you see an aggressive
response?

Dr. DAIGH. I would say that we work very hard to work with the
management of VHA to arrive at recommendations that are
implementable and that from my side of the aisle don’t overstep by
bounds. The manager has to make decisions about how to actually
decide what to do, and I am not in a position to make those posi-
tions. But we work hard to drive change for the benefit of veterans.

There are occasions where we find issues that we think are ex-
tremely egregious where VA has agreed to make a change, and so
we then have an unannounced inspection and go see if in fact they
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have done what it is they say that they will do. It is not a common
event, I haven't felt it to be needed on a common basis, but every
year once or twice we make an unannounced inspection. Most of
our inspections we look for compliance with VHA policy and direc-
tives.

Mr. FILNER. How about personnel accountability, have you seen
any of that in your 5 years?

Dr. DAIGH. I have seen personnel accountability. If you go back
and look at institutions where we found significant defects, either
where we felt the quality assurance program at the hospital was
woefully inadequate. If you go back and look at those hospitals you
will find that the leadership has in fact changed over time at those
hospitals.

So I have seen VA take these issues seriously, and I have seen
actions taken. And again, I focus on one very small part of an indi-
vidual’s job performance, and so it is difficult for me to comment
more than to say that I have seen significant actions taken.

Mr. FILNER. Have those changes been made public in the past?

Dr. DAIGH. I am uncertain of that.

Mr. FILNER. I mean as Congressman Meek said firing somebody
doesn’t necessarily change the situation, but I think disciplinary
action is a part of accountability, and as the French would say it
is to encourage the others to make sure that they realize how seri-
ous it has been.

I have been on the Committee for 17 years and I haven’t heard
a public response to any problem that there is a specific discipli-
nary change. Maybe they just don’t make it public.

As I said earlier, I think that is going to change. The Secretary
has assured me of that. As I said earlier, once the legal require-
ments are followed that there is some public announcement of the
changes that are made due to this incident. Dr. Roe said that he
can’t understand how it happened. I think that is helpful quite
frankly, and I think it is long overdue.

There is a sense that this big bureaucracy of 250,000 people
somehow doesn’t have to worry about following these procedures to
the letter.

We will talk to the VA panel when they get here, but I think you
will see a different situation.

Most of the Members here have said that we appreciate what you
do. We have had discussions and I hope that we have tried to in-
crease your budget, increase your ability to be effective, and that
%’13 an important part of the checks and balances that we have to

ave.

I thank you for your work and look forward to a new era of
transparency and accountability.

And I thank the Chair.

Mr. MiTCHELL. Thank you. Mr. Buyer.

Mr. BUYER. Thank you very much.

I feel somewhat disadvantaged here today, and so I will have fol-
low on with you at another day. Disadvantaged in that this is the
first time I have had a chance to see your report is right now, and
so I am going to take a chance to digest this, to learn it, and get
some greater understanding. But I do have a couple of questions
I will ask.
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And that is first, let me thank you with regard to your method-
ology. I do like the fact that you expanded this, that you then
sought to do a random sample, and then to use the probability to
help forecast. So your methodology I think is sound. I like the fact
that you took that type of an approach. And I love the fact that
you did these unannounced on site visits. I am sure it really was
very upsetting to many people that you did such a thing unan-
nounced especially, and I am sure there were tremendous repercus-
sions from things like that. And they are not fun, they are not
easy, and so let me thank all of you.

A real subjective question I want to ask you is, are you com-
fortable that you have an understanding of the scope of the prob-
lem? Too often we are eager to run out for solutions, but do you
believe we understand the scope of the problem?

Dr. DaiGH. I think that the problem of the endoscopes is ex-
tremely important, but I think that the bigger problem is again the
implementation of industrial process management where appro-
priate within VHA facilities, the determination of what data should
be collected at facilities, and then how it should be reviewed at fa-
cilities, and a review of the reporting requirements and checks and
balances from the facilities to VA. So if that answers your question.

Mr. BUYER. I guess for the motivation of my question is, when
I went to this report, the Administrative Investigative Board at
Miami. Now under one of the conclusions on the endoscope, if we
want to focus just on this, the reason I am asking do we really un-
derstand the scope of the problem is going to be twofold.

Here they sought then to follow the instructions and the guide-
lines and they believed that what they had was now clean. So on
March 26th, 2009, during a demonstration by an Olympus rep-
resentative debris was discovered when manually flushing one of
the channels of a clean scope.

Dr. DAIGH. Right, that is very disconcerting.

Mr. BUYER. So that is why I am saying, you know, we can say
okay are they following the process and the procedures? If they fol-
lowed the process and the procedures and they believed it was
clean and when in fact it wasn’t clean.

So is there going to be more out there that we are not thinking
of? Okay? Hold that, hold that.

And here is the other reason I asked that question. The pump
that is used for this is also used—can be used in the ENT. You can
have a situation whereby the pump that can also have been found
to have debris, that very same pump used for a colonoscopy could
then be used as an endoscope, could it not?

Dr. DAIGH. I am uncertain of the answer to that. I am saying
that I don’t know the answer to that.

Mr. BUYER. Well you should not, but it is possible that the very
same pump could be used with both, correct?

Dr. DAIGH. I think so, yes.

Mr. BUYER. Yes. And so if we have got a process whereby rules
and procedures are not being followed, we have a very low com-
petency rate that you in fact are showing us, now I kick it back
to you relative to the scope of the challenge that is in front of us.
I didn’t mean to use the word scope.
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Dr. DAIGH. Well we would recognize that there are again many
endoscopes, and every doctor that doesn’t have one would like one,
and they are used in many parts of the hospital. So we focused on
colonoscopes and ENT scopes because that was the issue we were
addressing.

But I think again, in the reprocessing of all of these scopes peo-
ple need to think carefully about how they are going to do it, man-
age the process, and ensure it is done well. And I think that needs
considerable thought and review within VHA. I think there should
be a VA way to do it with assigned clear responsibility and clear
measurement to ensure that that is occurring. Right now I think
it is done differently at different places, under different individuals
responsibility and control, with individuals with different level of
training, some people reading the manual and going exactly step
by step, some people going by how they remembered they used to
do it, even though the scope has changed and now has a biopsy
port, now has an auxiliary water channel, now has some other fea-
ture that is going to occur next year. So there needs to be incul-
cated into the VA hospitals a VA way to do this.

Mr. BUYER. Mr. Chairman, I know my time has expired, but may
I ask this?

Is there a specific rule that a pump that is used for GI, that
pump is never taken out of that room and shared by any other op-
erating room in that hospital? Are there specific rules that say
that?

Dr. DAIGH. I am unaware of those kind of restrictions on equip-
ment where I have worked. Usually the equipment is reprocessed
and then used wherever appropriate. So you would expect that
wherever you did—you could do a colonoscopy in many different
places. You could do it in a GI suite, you could do it in the oper-
ating room, you would expect that the equipment was appro-
priately presented to you in the right status no matter where you
were so the operator shouldn’t worry about that the equipment is
in the right condition.

Mr. BUYER. I guess I am trying to nail this down. Would the
pump that is used for this colonoscopy ever be used as an endo-
scope?

Dr. DAIGH. I will have to take that——

Mr. BUYER. We don’t know?

Dr. DAIGH. I would have to take that for the record. I don’t know,
sir. Whether the pump that drives that water could be used in an-
other I don’t know the answer to that.

[The information was provided in a followup letter from the VA
OIG, dated July 23, 2009, which appears on p. 63.]

Mr. BUYER. Thank you.

Mr. MiTcHELL. Mr. Walz.

Mr. WaLz. Well, thank you again, Mr. Chairman, and thank you
to your whole team here from the IG. As I said, I see you as part-
ners in quality and oversight and I truly appreciate that. And as
other Members have expressed, to think that—not because I want
to find somebody doing something wrong—unannounced visits are
the best way or one of the ways to help ensure quality, but not the
only way, and obviously it is procedures we are trying to get at.
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A couple things I want to ask. When I saw your report, you said,
“Appropriate endoscope SOPs were available 78 percent of the
time, proper training 50 percent of the time, and compliant with
recommendations 43 percent of the time.” Does that trouble you, or
am I thinking that I could extrapolate that to other procedures as
being a problem if the SOP are not even available, let alone being
trained and followed? Can you help me understand that? Would
that trouble you?

Dr. DAIGH. Yes, sir, it troubles me greatly, we looked at ENT and
we looked at GI, so that

Mr. WALZ. You know, and I know we have a lot of work to do
on this, this of all the things is troubling. Of course, you know,
when I see when we are trying to figure out the risk of prob-
abilities I know we talk about things like adverse events.

Going in for a routine colonoscopy and being contacted later that
you are HIV positive or Hepatitis C is not just an adverse event,
that is absolutely catastrophic.

So a couple things I would like to get at. Maybe some of you can
help me with this and I can’t track it down, I apologize. The staff
has been looking at this. Did this happen back in the 1990s at the
Houston VA? Do some of you recall that? I know you didn’t prepare
for this.

Dr. DAIGH. My memory doesn’t go back that far, sir. Maybe on
the next panel they might be able to answer that.

Mr. WALz. Okay. We will check and see on this.

Two other points I have, and this is one. Olympus, the manufac-
turer of the one we are talking about in question here, are they re-
quired or do they provide routine in-service training for people on
this, or is that solely the responsibility of the VA then? Do you
know?

Dr. DAIGH. I believe that when you purchase equipment they will
certainly come and train, and it is clear from the sites that we vis-
ited that Olympus folks have been on site helping to train individ-
uals. So the manufacturers I believe are willing and able to train
folks on how to properly reprocess their equipment.

Mr. WALZ. And I know you weren’t looking at them, but it was
part of it. You think the manufacturers are a resource that could
definitely be used on how to do this correctly and just might not
have been?

Dr. DAIGH. I will strongly agree that the manufacturers are a re-
source that are willing and can be used, and I am uncertain to
what extent they were used at each of these sites.

Mr. WaLz. Okay.

Dr. DAIGH. But clearly they were on site at some of these places.

Mr. WALZ. I see the staff just gave me a letter from the Olympus
company, and again, I will say the same as the Ranking Member
said, there is more to read on this and to hear, I am just trying
to get at the systemic problem on this.

I thought an interesting point was brought up, and I know you
may not have the statistics and something we need to find on this.
How often are these types of mistakes made in the private sector?
Do you know of any other
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Dr. DAIGH. We tried very hard to get data, but there is no data
that I am aware of, nor could I get other than rumor, and I really
can’t report rumors, so I don’t have an answer to that question.

Mr. WALZ. I know some of us who are concerned about this see
that as a short fall right now. And definitely again, I am agreeing
often with the Ranking Member. I don’t know, it is in the air today,
or it could be he is absolutely right on this, and as often, but this
issue of seeing if this is a systemic problem, Mr. Buyer, I think you
were at this that we have a great potential here—what the IG has
done and what VA is doing to focus on what could be a greater
problem in the private sector.

Mr. BUYER. Would the gentleman yield?

Mr. WALZ. Yes.

Mr. BUYER. You are right on the cusp when we talked about
manufacturers. How many manufacturers are there?

Dr. DAIGH. Five.

Mr. BUYER. Five? And of those five manufacturers when the Ser-
geant Major brought up the SOPs are they different for each manu-
facturer with regard to reprocessing?

Dr. DAIGH. Well, I think that there is a—each scope comes with
a cleaning instruction, so the answer is there is going to be a spe-
cific cleaning instruction for each scope.

Mr. BUYER. How about that. You were right on it.

Mr. WaLz. Yeah. And it is just the enlisted guy in me always
wants to find a conflict point there with the officer. But no, I appre-
ciate it, my time is coming.

Again, we have much to ask for the next panel, but I can’t ex-
press my deep appreciation enough as I have spoken many times
for what the IG is doing as partners in this. We have always seen
you as that. I know the VA sees you as that, and that is the way
they need to see you. If there is friction there that I know some
would see that better go away fast, because this is all about pre-
venting this from happening in the future and care for your vet-
erans, and that is where we go forward.

So I yield back, Mr. Chairman.

Mr. MiTcHELL. Thank you. Ms. Ros-Lehtinen.

Ms. ROS-LEHTINEN. Thank you. Thank you so much, Mr. Chair-
man again for the time, and thank you to the Ranking Members
as well. Thank you for an excellent report.

I had a question on the timeline and how often this timeline is
replicated in other problems that you have explored, is this normal
procedure, the kind of lag in time?

February 2003 Olympus issues a safety alert. February 2004, a
year later, the VA issues an alert. And then February 2009, many
years later, VA does that push week where everybody is really
going to look at their equipment after they have been told every-
thing is fine. And then in March of 2009 is when the Miami VA
reports the problem with water supply tube.

That is a long time that each one of these actions has taken. Is
that normal for medical equipment in VA facilities? Does this one
seem to take a lot longer to have folks pay attention, or is this just
the way the system works?

Dr. DAIGH. I would say that the length of time in terms of the
way we found VA to perform is not normal for what I see, and that
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the cleaning and reprocessing of these scopes is in fact a rather rig-
orous, boring job that is repetitively done many, many times a day
where you do high volumes of these, that I think until it is treated
as an industrial process with those kind of quality control and per-
formance measures in place there will not be the prevention of epi-
sodes like this.

The scopes are going to continue to evolve. What you did yester-
day to clean it will change when the scope is modified.

So I think it is that they need to treat this and some other proc-
esses that are similar in the hospital as industrial processes and
put those criteria in place.

Ms. Ros-LEHTINEN. And I like the three recommendations that
you make, and certainly I think one of them should be that these
safety alerts and that these notices from the Central VA need to
be paid attention to, because it seemed like it was just another e-
mail and another letter in the mail, and there was so much time
that went by where they could have caught this and stopped it, but
either their routine or——

Dr. DAIGH. Well, let me comment.

Ms. ROS-LEHTINEN [continuing]. They are not treated as seri-
ously as they should.

Dr. DAIGH. I believe that they are usually treated seriously.

A couple a years ago there was an alert that indicated that a
manufacturer was using—I guess they were cadaver parts—and
that those parts used for surgeries were not properly being har-
vested and they might have the risk of illness. So similarly, we did
an unannounced check. The alert went out from patient safety that
there was a problem. We did an unannounced check of facilities to
see whether or not there was compliance, and VHA had complied
very well with that. Our report had some minor issues about the
management of that data and did they have it and where we
thought the right place should be, but we checked the patient safe-
ty alert and they did well.

So I was somewhat surprised at the noncompliance we found
here, because when I looked before I had seen things to be much
better, but when you think about the process that is trying to
occur, I think it is a process.

Ms. RoS-LEHTINEN. And just one last question

Dr. DAIGH. Yes, ma’am.

Ms. ROS-LEHTINEN [continuing]. Because I know my time is up.

About the inventory. The chief of SPD stated that there was no
auxiliary water tubing equipment at the Miami VA and then they
found out that there was. And I was wondering how normal it is
and par for the course that the inventory could be so haphazard
and staffers don’t know this equipment that they are overseeing?
How good is the inventory in our VA clinics?

Dr. DaIGH. That is normally looked at by audit, but there was
a Core Financial and Logistics System (FLS) project that occurred
some years ago where people were trying to get inventories and
business processes inline, and I think that from—again, I would
have to defer to our audit group—but I think there are some prob-
lems with inventories and keeping the inventories up to date and
maintaining them as tightly as you would like and expect them to
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be. So I think there are issues with that. Both with supplies and
other issues too.

Ms. Ros-LEHTINEN. Thank you. Thank you, again. Thank you.

Mr. MiTCHELL. Mr. Meek.

Mr. MEEK. Thank you again, Mr. Chairman.

Dr. Daigh, I want to, and I know at the beginning of your report
you say, that you were activated not only by the Chairman of this
Committee, but also oversight bodies within Congress and Mem-
bers of Congress, me being I am pretty sure one of the first, if not
the first to write you and bring this to your attention of what hap-
pened at the Miami VA to get you and your team in yesterday to
start looking at these issues.

I know at the beginning of the report many times of your years
of being at the VA and reporting what your findings are and start-
ed out the report, “Suspected wrong doing in VA programs and op-
erations.” I think, you know, we are beyond suspected, we do know
that they were not carried out.

Some of the findings that Ms. Ros-Lehtinen and others have
pointed out of the three, we are asking the VA to implement, starts
at the Under Secretary or the Assistant Secretary level, acting
Under Secretary in this case, to really deal with the issue as to en-
doscope and other scopes throughout the VA to assure that proce-
dures are improved and responsibility is paramount when it comes
down to this very boring process that you talk about of making
sure that these machines are sterile.

Definitely, in my opinion, rise to the Secretary level. You know,
the Secretary being fully aware of what is going on and that the
management that is in place as the Ranking Member Roe has said,
that when a veteran walks into the VA—I mean you used the term
“check and verify,” that is what you do, you don’t necessarily imple-
ment or assure.

I mean, you are going to, I understand from this report, a de-
tailed report is supposed to be given I guess by the VA in July of
2009 coming up and then you are going to continue to follow up
on that report to make sure that things—so I guess you are going
to continue to do your surprise inspections, your team will be out
there, what the VA tells you what they are doing and how they are
doing it you are going to verify that.

Because I can tell you just as a Member of Congress that have
sat down with veterans that were a part of the Miami group that
emotionally sat in my office more concerned about their family. We
are talking about veterans, we have to also talk about significant
others who felt that they could possibly be compromised. And it is
a very long 7 days from being tested and being cleared that goes
on in a veterans home. Because the veterans are not over it yet.
They have to be retested in months to come.

So I see this as a very Secretary or I would even put it as high
as the President, should be very, very concerned about something
that I don’t want to be over alarming here that have been identi-
fied as a very small chance that something could be—a life-threat-
ening disease could be transferred because they went through this
procedure, but the possibility exists regarding of the personal re-
sponsibility that the veteran he or she has taken on to make sure
that they don’t infect their family members with any of the Hepa-



24

titis, HIV, or any of the transmitted diseases that can be trans-
mitted through this procedure and other acts of lack of responsi-
bility.

The lack of responsibility has fallen on the VA, and this is a bi-
partisan spirit I know in the Congress in making sure that this
doesn’t happen. I want to ask you how do you feel about the level
of concern that the VA has based on your report and their own
findings?

Dr. DAIGH. I would say that I have briefed Dr. Cross and I have
briefed the Secretary on this issue. I have talked with other senior
VA managers, some of whom will be testifying here. There is no
one who hasn’t taken this extremely seriously. And I believe that
they will make the changes required to ensure that this does not
occur or is much less likely to occur in the future.

It is very difficult to give on a complex process with complex
equipment that there will never be someone who doesn’t reprocess
it incorrectly and raise their hand and say I have a problem we
need to deal with it. But I think that the appropriate changes will
be made to do everything humanly possible to ensure that the risk
is as close to zero as we can make it.

Mr. MEEK. So on the scale of the response that you have received
from the VA and the briefings that you have been a part of obvi-
ously you have had a sit down with the Secretary prior to sharing
with us here in this Committee of some of your findings.

Dr. DAIGH. That is correct.

Mr. MEEK. How do you feel from a scale of one to ten of the re-
sponse or the confidence that you have? Obviously you are going
to check regardless if they are being followed through. It is one
thing for us to say something in Washington, it is another thing
in Tennessee or Georgia or a VA clinic—we even break this down
to a clinic because it is not all hospitals—following that procedure
and making sure that the proper management is in place. Because
as far as I am concerned, the button should have been pressed long
ago. We have been told in Congress and I don’t know how many
times we have been told that it is being followed to only find out
in your report that it was dropped this morning at 6:00 a.m. that
it has not been followed. And I mean, where does it stop and where
does it begin? The healing begin.

And I just want to, you know, I think I have been very patient
and a number of other Members have been patient, Mr. Chairman,
as I close, have been patient with the VA as it relates to this issue.

And so I came today with the very different attitude than I have
had in the past of hope and change as it relates to the seriousness
of this situation, and for it to be resolved. You are part of the solu-
tion. You know, your office is part of the solution in reporting and
doing what you are supposed to do, Congressionally and statutorily.

But I want to make sure that the VA has the proper not only
heat but motivation of knowing that the very best should be on this
particular subject, because when we lose—when the veteran loses
confidence in the VA, then we have all failed them regardless of
who is responsible and who is not responsible.

So thank you, Mr. Chairman, I look forward to hearing from the
next panel.

Mr. FILNER. Mr. Chairman, would you just yield for a second?
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Mr. Meek, I know you are talking to the Inspector General, but
as the full Committee Chair I have discussed this with the Sec-
retary and his deputies, and I can assure you that I have been
pretty bulldoggish in my attempts to get accountability, and I am
convinced on your scale of one to ten that it is ten in terms of un-
derstanding the seriousness and acting quickly to deal with it.

Mr. BUYER. Mr. Meek, will you yield?

Mr. MEEK. Yes.

Mr. BUYER. Mr. Meek, you were right on the point.

Here is where I see the real problem, Mr. Chairman. Is this has
come out into the public, we know the problem is in three locations,
the VA should know that there is a problem out there, yet he goes
and does an unannounced inspection at 42 sites and finds out that
leadership has not occurred at the medical centers.

Mr. Meek, you are voicing the concern for all three of you, but
it is beyond the three of you. And what I can’t get at, and there
is a leadership challenge here and we will get into this in the next
panel, but this is already in the public. Your competency level
should not be this low; these percentages. They should be higher.
Because they have been given notice that there is a problem, yet
where was the leadership?

So Mr. Meek, I congratulate you for your line of questioning.

Mr. MITCHELL. Mr. Broun.

Mr. BROUN. Mr. Chairman, thank you so much for the ability to
come and participate with this hearing, and I agree with Congress-
man Buyer, that I am very distressed about the competence level
that we have across the board in this system. As a physician I am
very concerned about it.

And Dr. Daigh, I want to ask a question. There seems to be some
confusion with my constituents in Georgia in the 10th Congres-
sional District about the timeline of events of the occurrences at
the Charlie Norwood VA Center there in Augusta. And I was won-
dering if you could clean up the timeline for us. When did the facil-
ity become aware of the endoscopy sterilization problem? Was it in
April or November of 2008 or was it some other time?

Dr. DAIGH. It was November 2008, yes.

Mr. BROUN. Well are you all aware of e-mails that were dis-
cussing an endoscopy sterilization issue in Augusta as early as
April of 2008?

Dr. HERBERS. I will speak to that briefly.

Sir, after this was brought to our attention and of course after
it was brought to the attention of the leadership at Augusta there
was a look back and it was discovered that in fact some individuals
locally—had been aware of the problem and that it had not been
brought to leadership’s attention. So yes indeed there is evidence
that it was known long before November.

Mr. BrROUN. That is totally unacceptable to me. Why in the world
was that not brought to the attention of the leadership?

Dr. DAIGH. I don’t know the answer to that, sir. Are you refer-
ring, sir, to the issue of an employee indicating that they had gone
to a superior and said that these are reprocessed at another site
differently than reprocessed here?

Mr. BROUN. Well, I am not privy to the e-mails, but it is my un-
derstanding that there was some e-mail traffic indicating that
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there were some problems. Why wasn’t leadership notified of that?
And why wasn’t something done about it earlier?

Dr. DaiGH. We did not pull the e-mails at these sites, sir, and
I haven’t read the e-mails directly. I think if you talk to the panel
behind me they can more accurately address these issues.

I am aware that one employee indicated that they had brought
to the attention of individuals at the facility that reprocessing
wasn’t occurring correctly. And then I think it becomes a he said
she said argument as we understand the facts.

Mr. BROUN. Well, I encourage you to look into that e-mail traffic
and let us get some answers. Because I think each step of the way
needs to be dealt with and we need to find out when, how, why,
all the questions need to be answered across the board.

Dr. Daigh, you mentioned in your testimony that medical re-
search has shown that Hepatitis B and C has been transmitted
through endoscopes. I would like to see those data actually. Is the
same true for HIV? And how likely is it that if a high level of dis-
infectant was used, as in the case in Augusta, that each of these
viruses or any of these viruses could be transmitted to another pa-
tient?

Dr. DAIGH. I believe that if the reprocessing is done correctly
there is no transmission reported. If the reprocessing of endoscopes
is done incorrectly then there has been transmission of Hepatitis
B and C.

So I will ask Dr. Wesley to bring you up an article that cites
that.

Mr. BROUN. I would like to see that and we might enter that into
the record, Mr. Chairman, if that is okay. Okay, very good. Thank
you for the article. I appreciate that.

[Two articles were submitted, but will be retained in the Com-
mittee files. The articles are entitled, “Gastrointestinal Endoscopy
Decontamination Failure and the Risk of Transmission of Blood-
borne Viruses: A Review,” by J. Morris, G.J. Duckworth, and G.L.
Ridgway, Journal of Hospital Infection (2006) 63, pages 1-13; and
“Transmission of Infection by Gastrointestional Endoscopy,” May
2001, by American Society for Gastrointestinal Endoscopy Tech-
nology Committee, Technology Status Evaluation Report, Gastro-
intestinal Endoscopy (2001), Volume 54, No. 6.]

But back to my question. It is my understanding in Augusta a
super strong disinfectant was used in inappropriate ways, it was
used through wipes instead of through the proper cleaning proce-
dure, but I still don’t have the answer to the question. If this proce-
dure was used with a super disinfectant, what is the likelihood of
transmission of these three viruses with the procedure that was
utilized at the Charlie Norwood VA? Do you have any data?

Dr. DAIGH. I can’t answer that, sir. Someone on the second panel
might be able to answer that. We did not look at that question in
detail.

From our point of view either you reprocessed the endoscope ap-
propriately or you did not. If you did not reprocess it appropriately,
then there is a risk. And so I think that is the way VHA has
viewed these issues also.

So I can’t answer your question.
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Mr. BROUN. Well, I think those data need to be found so that the
veterans who have been exposed need to know what their potential
of exposure is.

Thank you, Mr. Chairman.

Mr. MiTcHELL. Thank you. Mr. Space.

Mr. SPACE. Thank you, Mr. Chairman, and please accept my
apologies for arriving late, I have got another hearing running si-
multaneously to this.

Mr. Daigh, your testimony indicates that the Veterans Health
Administration conducted a national review in September of 2006
which included purportedly as part of that review all VHA facilities
conducting self-assessments. And my question is, given that wide-
spread errors were found by unannounced site checks, why was the
decision made to conduct self-assessments as opposed to bringing
in independent third-party evaluators?

Dr. DAIGH. I don’t know the answer, sir, you will have to ask
VHA. That decision was theirs, not mine.

Mr. SPACE. Do you have any concerns with the fact that self-as-
sessments were utilized in this case given the findings?

Dr. DAIGH. As I have stated, when issues rise to the level of a
certain threshold, then I don’t use self-assessments. I go out and
inspect and try to get data to make a decision.

So the answer to that question is yes, I am concerned that they
use self-assessments, at the same time there are many, many
issues that need to be addressed and somebody has to make a deci-
sion about which ones to physically inspect and which ones to have
people tell you what they did. That would be a VHA issue.

Mr. SPACE. Sure, and I am not asking that you answer a ques-
tion that is beyond your pay grade, but in this situation now do you
think the facts would warrant further third-party investigations of
all VHA facilities given what was found in the ones involved here?

Dr. DAIGH. I think what is important to do is to have individuals
who understand the reprocessing routine who are experts in how
you actually reprocess the scopes to observe and make sure that
VHA individuals who do that job do it correctly.

So what I would have liked to have done is myself sent people
out and watched people reprocess those, but that is a skill that my
staff doesn’t have and I could not do that on an unannounced basis.

I think that again, VHA may have some views about how that
might be accomplished or how that should be done, but that is
what I think should be done.

Mr. SPACE. Thank you, Dr. Daigh, I yield back. Thank you, Mr.
Chairman.

Mr. MiTcHELL. Thank you. I want to thank you all for the work
that you have done, Dr. Daigh and your staff. And before we excuse
you I would like to ask if there is anyone else that is with you at
the table that has any other comments or suggestions that we
haven’t covered?

Dr. DAIGH. Sir, I would like to thank you——

Mr. MITCHELL. Yes.

Mr. BUYER. I just have one last question of you so that I have
a good understanding.

There has been so much focus on the tube itself with regard to
reprocessing. When you went out and you looked at the 42 different
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sites, did you sense that when you have such a low competency
rate on reprocessing that each medical facility was sort of across
the board? Some may clean the tube but not the pump, some may
clean the tube and the pump but not the biopsy portion. They are
to clean all portions after each procedure. Did you find everybody
was a little bit across the board on everything?

Dr. HERBERS. I will try to comment on that, Mr. Buyer. I believe
our inspectors found a range of findings. But I want to make clear
that almost every facility had some sort of documentations of dem-
onstrated competence on the part of staff. We were quite explicit,
based on VHA’s directives, that competence be model and scope
s;l;eciﬁc, because we know it matters which scope you are talking
about.

So I guess I just want to make it clear that there was evidence
of documentation. We are not talking about people having no train-
ing or no demonstrated competence, but we didn’t think it rose to
the level that it was appropriate.

Mr. BUYER. I know, but when you say 50 percent or 60 percent
on competency I got this really strange sense that some may have
cleaned the tube but not the pump, and in Miami they even found
Evhere the biopsy portion of this instrument was found to have de-

Tis.

Dr. HERBERS. No, I think the 50 percent does not work that way.

What we are saying is that the individuals who do this work, in
their training files you could not see that they had demonstrated
competency to do this job for each scope that they owned at that
site. So there might be scopes that had water channels and some
without and there might be scopes from different manufacturers.
So the instruction was follow the manufacturer’s guidelines, just
clean the scopes. We went out to see if in fact these individuals had
the demonstrated competency to do that in their training records.

Mr. BUYER. I know, I am just left with a very strong feeling
though that we could actually have a medical center whereby the
pump may have been cleaned, the tube may have been cleaned, but
maybe the biopsy portion was not cleaned until the end of the day.

Dr. HERBERS. I can’t comment on that.

Mr. BUYER. You know, and you could very well have that type
of thing occur and you have got the debris buildup from the proce-
dures for the day.

Alli right. I yield back. Thank you very much for your quality
work.

Mr. MiTcHELL. Thank you very much, and we appreciate your
work and your testimony today.

Dr. DAIGH. Thank you, sir, I appreciate your support.

Mr. MiTCHELL. At that time we would like to invite the second
panel to come to the table.

Mr. BUYER. Mr. Chairman.

Mr. MITCHELL. Yes?

Mr. BUYER. May I entertain a colloquy with you while we are
having the second panel set up?

Mr. MITCHELL. Sure.

Mr. BUYER. Maybe what would be a good idea for thought be-
tween you and Dr. Roe is that we have a—the IG has set a good
baseline for us, and that baseline will also be used as directives to
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the leadership in the VA. Since they already have a present exper-
tise we ought to keep them online and say okay, now we want you
to go out, I don’t know what your recommendation would be on 6
months from now give us a progress report.

Mr. MiTCHELL. Absolutely.

Mr. BUYER. I am just curious. I mean, the expertise is there, let
us just not let it go. This is a maintenance issue and leadership
issue that we are going to have to continue with your oversight.

Mr. MITCHELL. And one of the things that I have asked our staff
to do is to let the people know, not only this particular panel, but
any other hearings that we have had to follow up. We just don’t
want to have a hearing and then drop it and not follow up.

Mr. BUYER. Right.

Mr. MITCHELL. So we are going back and those that have made
suggestions from other hearings we are going to double check on
it. I think it is the good idea.

Mr. ROE. Mr. Chairman may I?

Mr. MITCHELL. Yes.

Mr. ROE. One of the things, that this is a quality of care issue
that goes at the very heart of what you do in a hospital, and you
have to have a confidence that it is being done right. It is not that
complicated. And I am telling you right now, I have been in the op-
erating room thousands of times, it is mundane and routine, but
complicated it isn’t. It is making sure that scope is clean, that is
just simple, like washing your hands. You wash that scope, you
process it properly, and you don’t take it for granted. And I think
it goes at the very heart of what we are and what we do in any
hospital, not just the VA. Your point was well taken.

Mr. BUYER. We have done this before with the Joint Commission,
for example, on a particular issue asking them to follow it.

Mr. MITCHELL. Right.

Mr. BUYER. I would be more than happy to——

Mr. MiTCHELL. And I think the VA noticed it that we are going
to have some more checks just like we had the last one. Absolutely.

Mr. BUYER. Okay. Thank you very much.

Mr. MITCHELL. It does no good to have these hearings if there
is no followup.

Mr. BUYER. All right, thank you.

Can I ask one more?

Mr. MITCHELL. Sure.

Mr. BUYER. Have you ever considered doing a six sigma indus-
trial process on this? Well your next panel is in place. I would be
more than happy to engage you on this and how we proceed.

Mr. MITCHELL. Sure.

Mr. BUYER. Thank you.

Mr. MiTCHELL. I welcome panel two to the witness panel. For our
second panel we will hear from Dr. William Duncan, Associate
Deputy Under Secretary for Health for Quality and Safety, Vet-
erans Health Administration, U.S. Department of Veterans Affairs.
Dr. Duncan will be accompanied by Dr. Jim Bagian, Chief Patient
Safety Office, Veterans Health Administration; Nevin Weaver, Di-
rector of VISN 8; Lawrence Biro, Director of VISN 7; Dr. Joseph
Pellechia, Interim Network Office Medical Officer and Chief of
Staff, Huntington VA Medical Center; Dr. John Vara, Chief of
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Staff, Miami VA Healthcare System; Dr. Juan Morales, Director of
Tennessee Valley Healthcare System; Rebecca Wiley, Director of
Charlie Norwood VA Medical Center; and Mary Berrocal, Director
of Bruce W. Carter Veterans Affairs Medical Center.

I would like to recognize Dr. Duncan up to 5 minutes and let him
know that all of his statement will be placed into the record. Thank
you.

STATEMENT OF WILLIAM E. DUNCAN, M.D., PH.D., MACP, ASSO-
CIATE DEPUTY UNDER SECRETARY FOR HEALTH, QUALITY
AND SAFETY, VETERANS HEALTH ADMINISTRATION, U.S. DE-
PARTMENT OF VETERANS AFFAIRS; ACCOMPANIED BY
JAMES P. BAGIAN, M.D., PE, CHIEF PATIENT SAFETY OFFI-
CER, NATIONAL CENTER FOR PATIENT SAFETY, VETERANS
HEALTH ADMINISTRATION, U.S. DEPARTMENT OF VETERANS
AFFAIRS; NEVIN WEAVER, FACHE, DIRECTOR, VETERANS AF-
FAIRS SUNSHINE HEALTHCARE NETWORK, VISN 8, VET-
ERANS HEALTH ADMINISTRATION, U.S. DEPARTMENT OF
VETERANS AFFAIRS; LAWRENCE A. BIRO, DIRECTOR, VET-
ERANS AFFAIRS SOUTHEAST NETWORK, VISN 7, VETERANS
HEALTH ADMINISTRATION, U.S. DEPARTMENT OF VETERANS
AFFAIRS; JOSEPH PELLECCHIA, M.D., FACP, INTERIM NET-
WORK CHIEF MEDICAL OFFICER AND CHIEF OF STAFF, HUN-
TINGTON VETERANS AFFAIRS MEDICAL CENTER, VETERANS
HEALTH ADMINISTRATION, U.S. DEPARTMENT OF VETERANS
AFFAIRS; JOHN R. VARA, CHIEF OF STAFF, MIAMI VETERANS
AFFAIRS HEALTHCARE SYSTEM, VETERANS HEALTH ADMIN-
ISTRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS;
JUAN A. MORALES, RN, MSN, DIRECTOR, TENNESSEE VAL-
LEY HEALTHCARE SYSTEM, VETERANS HEALTH ADMINIS-
TRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS; RE-
BECCA J. WILEY, DIRECTOR, CHARLIE NORWOOD VETERANS
AFFAIRS MEDICAL CENTER, VETERANS HEALTH ADMINIS-
TRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS; AND
MARY BERROCAL, DIRECTOR, BRUCE W. CARTER VETERANS
AFFAIRS MEDICAL CENTER, VETERANS HEALTH ADMINIS-
TRATION, U.S. DEPARTMENT OF VETERANS AFFAIRS

Dr. DUNCAN. Mr. Chairman and Members of the Subcommittee,
good morning. Thank you for this opportunity to discuss endoscopy
procedures at the Department of Veterans Affairs.

Today I would like to provide you with a brief background on
endoscopic devices, explain what happened at our facilities, de-
scribe the changes our Department has instituted, report on new
national policies, and discuss what will happen in the future.

America’s veterans deserve the best possible care at every health
care facility we operate. VA is widely regarded as among the Na-
tion’s finest health care providers, but we can never rest on our
laurels as these events have shown. Mr. Chairman, let me begin
by explaining what endoscopies are. Endoscopes are devices small
in diameter which allow physicians to see patients internal organs
through external orifices using a system of optics.

Colonoscopes, which are the type of endoscopes used in
colonoscopies, sometimes have an internal tube that allows the
physician to inject a stream of water through the scope to flush
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away any material that might obstruct their ability to see properly
inside the colon.

Endoscopes are complex, reusable, medical instruments that
need to be thoroughly cleaned or reprocessed before they can be
used more than once.

Endoscope manufacturers specify the type of reprocessing proce-
dures that must be used on the equipment that they manufacture.
Generally these procedures involve careful cleaning of the entire
external and internal surfaces with an appropriate cleaner, brush-
ing away debris on any interior channels, and providing the entire
scope with high level disinfection or sterilization.

Since December 2008, 30 VA medical centers have reported to us
that they have not been reprocessing the endoscopes they use, or
the water flushing system used with the endoscope in accordance
with the instructions of the manufacturer.

We rigorously studied the circumstances at each site. We deter-
mined that for four VA medical centers, Murfreesboro in Ten-
nessee; Augusta, Georgia; Mountain Home, Tennessee; and Miami,
Florida, we needed to notify patients that there was a small chance
that because of procedures they had undergone they might be at
risk of being infected with the viruses that cause Hepatitis B or
Hepatitis C, or the human immunodeficiency virus or HIV.

Each of the four medical centers took prompt action to notify vet-
erans who might have been infected. They offered them testing,
counseling, and treatment, if needed, and they made changes to
their procedures to ensure that they were in compliance with the
manufacturer’s reprocessing instructions.

As of June 8th, 2009, VA has identified 10,617 veterans who
have been exposed to the risk of infection. Ten thousand six hun-
dred and eight of these veterans have been notified of this risk, and
10,109, or 96 percent, have responded to our notification. VA is
conducting an intensive outreach effort to find the remaining 419
veterans, and we will leave no stone unturned in doing so.

To date, 13 veterans have tested positive for the Hepatitis B
virus, who VA did not previously know had that virus. Thirty-four
have tested positive for Hepatitis C, and six veterans have tested
positive for HIV.

VA has taken a number of additional steps to ensure that
throughout our system endoscopic equipment is properly set up,
used, reprocessed, and maintained. We have provided all facilities
with a patient safety alert discussing the proper way to accomplish
these tasks, sent out two reminders on the subject, and asked all
facilities during the week of March 8th through the 14th to take
a time out to review their procedures in that area.

More recently as a result of receiving a draft version of the In-
spector General’s report you just received, we required every facil-
ity to certify that all employees who work on endoscopes were not
only trained, but that their supervisor had certified that they could
properly reprocess all endoscopy equipment owned by the facility,
and that standard operating procedures for reprocessing all equip-
ment were on file and available.

We will be conducting unannounced inspections in the weeks and
months ahead to verify that these procedures are in place and that
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the competency of the staff to perform them continues to be docu-
mented.

We were disappointed, as you no doubt are, by the IG’s report,
and we will redouble our efforts in that area.

Thank you again for the opportunity to testify.

At this time my colleagues and I are prepared to answer your
questions.

[The prepared statement of Dr. Duncan appears on p. 55.]

Mr. MiTCHELL. Thank you. Dr. Duncan, a couple questions. How
is it possible that these reprocessing issues surrounding endoscopy
were so widespread throughout the VA?

Dr. DUNCAN. Are you referring to the results of the IG report?

Mr. MITCHELL. Right.

Dr. DuNcaN. How is it possible? I can’t answer that directly
other than to say that the IG required that we have model specific
SOPs as they testified in the last panel.

We were not up to that standard, but as Dr. Herbers pointed out,
we did—in many cases there were SOPs in place.

Likewise the competency. We don’t disagree with the IG that we
should have the competency documented on every employee, and
that is our goal. We need to do better on this and we will.

Mr. MiTcHELL. All right. How can you assure our veterans that
are having any type of endoscopic procedures today, tomorrow, in
the future that they are safe in the hands of the VA? That is the
key question now.

Dr. DuNcaN. It is a key question, sir, and I think first of all we
have been transparent and honest with our veterans, and that
should reassure them that if we find a problem that impacts on
their health they will know. That is a trust building measure and
is something that we and our Secretary are committed to; that is
the transparency.

The problem of reprocessing endoscopes is a safety issue. And
our goal in all safety issues is zero defects. That is the goal of all
high reliability organizations. Be it airlines, nuclear energy, and
manufacturing is to have a high reliability organization. And the
goal is zero defects. I am unaware of any organization that has
reached that, but that is our goal, and our veterans can rest as-
sured that we are aggressively seeking out problems and when we
find them address them.

Mr. MITCHELL. You mentioned maybe not having zero errors. Let
me ask everyone on the panel if they have ever worked for a pri-
vate health care facility before, and how would a private health
care facility handle this issue?

And along with that, since all of these have gone public, what
kind of questions or is anybody in your area, your geographic area,
have they phoned you to ask about your procedures and your find-
ings, and do other people even in the private care have the similar
problems?

Dr. DuNcAN. Okay, there are two parts to your question. I think
we have a number of people who have worked in the private indus-
try that can give you some perspective—their perspective, and then
Dr. Vera would like to comment specifically on some of the inquir-
ies that his facility has received.
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Mr. Biro. I have worked in the private sector for over 20 years,
leaving practice in the mid-1980s, and I was on a risk management
committee of a 1,000-bed medical center. The way it would have
been handled at least in the mid-1980s would be to look at the rel-
ative risk or chance of infection and then make a decision at that
point. I can tell you at least then there would not be any massive
notification unless the risk was extremely, extremely high. If it was
one or two or three or four we would wait to see what would hap-
pen and use the tort system to see how it played out.

Dr. DuNcAN. Thank you, Mr. Chairman. John.

Dr. PELLECCHIA. Yes, before coming to the VA in 1986 I had been
on the staff of a 750-bed hospital, and prior to that I had been in
academic medicine—working for LSU medical school—and I can
say that with the private sector this type of thing would have gone
to a risk manager and the lawyers, and unless it was discovered
by the tort claim system you may not see any advertising at all,
and when it got to the tort claim system, that is when it would get
into the newspapers.

Mr. BUYER. Mr. Chairman, the two individuals that spoke need
to identify themselves for the record.

Dr. PELLECCHIA. I am sorry, I am Dr. Pellecchia.

Mr. Biro. Larry Biro.

Mr. VARA. Mr. Chairman, this is John Vara, I am the Chief of
Staff at Miami.

The first piece is commenting in terms of past practice at private
facilities. I think that the issue about candor and health care is one
which this Committee cannot ignore.

It is extraordinarily difficult as a physician or a provider to take
a look when mistakes are made and how you deal with patients.

In this particular circumstance in Miami, there were no patients
identified who were harmed. In the private sector, that would not
come forward in any way, and that it would be only when a patient
is harmed that some action would be taken. So you know, I think
that that is a big piece.

The second piece that I would add is that after the news in
Miami hit the press on Monday the 23rd, by the evening of the
24th, a little over 24 hours later, our Infection Control Department
had received 4 phone calls from other community hospitals, be-
cause they had gone to take a look at their processes and they had
found some difficulties and wanted some advice.

So I think that the issue is as Congressman Buyer mentioned
earlier, this is a bigger issue than just the VA, but we are deter-
mined to come out and be open about it so that we can continue
to improve our processes and patient safety as we have done with
methicillin-resistant Staphylococcus aureus and some other activi-
ties.

Mr. MiTcHELL. Thank you. Dr. Roe.

Mr. ROE. Thank you. One of the things that I was impressed
with, and you are correct in your comment, and I have been in pri-
vate practice my entire career, but you spoke volumes for tort re-
form. When you brought that up, it is good for the private sector
to bring these things out in the open and discuss them, the cause
of that.
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And I guess what I am asking, is when this directive first came
out Dr. Duncan, and I am reading right here from the National
Center for Patient Safety, the first patient safety advisory was in
March of 2003, and reaffirming to the facility that the water chan-
nel system and so on, so that has been known for what is it, 6
years? And you still, as I said, if this would have been an airplane
taking off it would have crashed. And we didn’t follow that or have
the procedures to protect our patients. And after all, that is what
we are there to do.

The Chairman asked a very, very important question. If I go to
my VA hospital right now and I say—and I am the patient—am I
going to be fine? I read this in the newspaper. What can you do
to reassure that veteran, I am going to be okay? And I understand
that the incidence is very, very low, but somebody wins a lottery
too, and this can happen to somebody; a patient. If it happens to
you, it is 100 percent.

Dr. DuncaN. Well, Dr. Bagian, do you want to address the March
2003? With your analogy, we are very fortunate, Dr. Bagian is an
astronaut so he can address your concerns there.

Dr. BAGIAN. This is Jim Bagian.

Well in 2003, as you know, there was an alert that we put out
about making sure the channels were completely clean. Since then,
we have had several other alerts referring to endoscopes, the most
recent one being in December. There have been other ones having
to do with reprocessing the equipment as well. In fact we testified
about similar alerts before the Committee about 3 years ago. We
looked at the BK Transducer at that time, and that was a case
where actually manufacturer’s instructions were incorrect, and we
turned that up early and it resulted in it being a change for every-
body, and we worked extensively with the companies and the FDA,
as we have this time as well.

The one thing that we pointed out and the VA took action, not
just to tell people to go check that you do things, that is necessary
to do, people actually do these, these aren’t done by robots. So
there is both people in the SPD that process this equipment as well
as the clinicians.

There is, you know, if you read the IG report, if you look at Ap-
pendix B, and I would, you know, that is only like three pages, it
is worth the read. I wrote it, that is why I think it is worth read-
ing. But Appendix B goes into many of these things, and we came
out in 2006 working with infection control and others and we came
up with a self-assessment so people would have a quality—I
wouldn’t say it is an in-depth—but a quality assurance document
to see what went on.

As we got into this right after it came out in early January of
this year, Mr. Feeley, who is the Deputy Under Secretary for
Health Operations and Management—I always forget what the ab-
breviation is—but anyway, Bill Feeley asked us to go and actually
make a site—this goes back I think to Mr. Buyer’s question—about
who else checks, you just have them check themselves. And Mr.
Feeley had us go out there and we went to Iowa City.

At that time, we came back and we submitted a report and the
IG has this report, and we went through a number of the systems
issues. That you know, it is one thing certainly that people should
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be asked to be competent and do all the things that have been dis-
cussed, you know, that you have heard already about ad nauseam,
but also if you don’t have other systems going through the indus-
trial process—you know, because this can be a six sigma process.
This isn’t like trying to figure out a diagnosis, this is about really
an industrial process.

These are devices that we know how they are made. It is not
that they are made randomly. The manufacturer has specific in-
structions and there are ways to verify to make sure there is com-
petency and have certain quality checks.

In health care in general, and also at the VA, there are tradi-
tional not what I would call robust quality control and quality as-
surance processes that are used for scopes. If you contrast this, for
example, with the clinical labs, like when you have blood drawn,
they have a number of—and as you know Mr. Roe, there are a
number of checks that go on every day that are specified. That is
almost—I won’t say completely—but almost unheard of anywhere
else in health care, though it should not be.

And I think we should look at this and we are starting to do
that. To look at as we do say in aviation. You know, the aviation
mechanic is not the highest paid person at the company, but they
understand if he doesn’t do his job well, the company will cease to
exist. I think the same thing applies to SPD.

We made recommendations back on the 28th of January to Mr.
Feeley, he immediately put out that people should check again. We
then made the recommendations, it is in Appendix B, on the 17th,
and just what 2 weeks ago, I guess 2 weeks ago—there was a meet-
ing at VACO—at VA Central Office—to say how can we do this be-
sides just telling people to be careful, which is ineffective and we
have seen that. And that is the traditional way medicine has done
it.

So I think we were guilty of maybe thinking that we could do it
the traditional way, and we have to understand, we have to go to
the next level and do this in an industrial way.

Mr. ROE. I disagree that it is just done the traditional way. Be-
cause I have worked in hospitals and we have very rigid protocols
that we go through where we are. And I think that these are good
people and these are smart people trying to do a good job, and I
think the leadership is where you insist that this be done and it
will be done. They will do that. I mean, I know, I have worked with
those folks.

Dr. BAGIAN. Well, if I may disagree a little bit, maybe the seman-
ti;:s thing. There are protocols but we know people don’t follow
them.

For example, in this particular case one of the reasons that
Miami had to notify patients was because the endoscopist, you
know, or the team that would do the endoscopy—was it you that
talked about the time out or the pause? You know, when they did
the endoscopy you are supposed to flush—you know, the flushing
solution, the saline through the end of the scope. They only did it
50 percent of the time. That is a critical step. But when we talked
to many physicians they said, well you can do what you want and
I don’t need it to see, and they fail to understand that it is not just
so that they can flush the end of the optic to see, that it also has
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an effective control function which they failed to appreciate. So
that is not unique to the VA.

Mr. ROE. Not to interrupt, but my time is up. But you bring up
another point which was brought out, that you do need rigid, rigid
continuing education, and that maybe hadn’t been done anywhere
along the time. But I can tell that you have a system set up regu-
larly, that you have the 6 months or whatever it is or once a year
that you go through these things again and again. And we have
done that at our hospital where even if it is routine.

Dr. DuncAaN. We agree.

Dr. BAGIAN. You are absolutely right, we agree, that is one com-
ponent. But you have to realize, for instance, if there were quality
control and assurance measures in place, for example, the
MAJAS5, the water tube which is what we are talking about, the
auxiliary water tube which was not cleaned between every patient
on some of these ones is one of the issues, the scope was cleaned.
Okay? They should both be cleaned, you know, after each patient.
If they had just been looking at a bookkeeping thing to say how
many scopes did he clean? How many MAJA55’s did we clean? The
numbers should be the same. They weren’t. There was no process
in place.

So you know, there are a number of things like belt suspenders.
You never want to be reliant just on people following procedures.
If that is what you do eventually somebody is not perfect, they
have a bad day, they are distracted, they are tired, whatever.

Mr. ROE. Okay. Thank you, Mr. Chairman.

Mr. MiTCHELL. Mr. Buyer.

Mr. BUYER. I yield to the Sergeant Major.

Mr. WALz. Thank you, Mr. Buyer, I appreciate that.

First of all, I would like to thank each of you for serving in the
VA. T have no doubt that each of you with your expertise could
choose to go elsewhere and you have not, so you have chosen to
serve our veterans, serve our country. I very much appreciate that.

I also very much understand that you are under a spotlight on
reporting negative events and medical errors unlike the private
sector, and I agree with Dr. Roe in bringing that out. Now he and
I could debate long and hard on the role of tort reform in that, but
we will save that for another day. But the fact of the matter is,
that is very important, and it is not lost on us, so we understand
where you are at.

Just a couple of things that I wanted to try and get at, and I
think Dr. Roe’s expertise did bring up something here and your
comments back to this. Listening to Dr. Bagian, especially coming
as an astronaut in an Air Force culture type of thing, are there
checklists on this? Is anybody checklisting these? I mean, is it re-
corded after these things are done? Can anybody comment on that?
If T were to go and look just as a layman could I see a checklist
that each of these parts was cleaned in a certain way?

Dr. PELLECCHIA. If I can address that at least for Network Nine,
which I represent. Is that when all of this came out in February,
we established a team of individuals from the network and also
chiefs of staff from the different medical centers to put a new set
of eyes on each of the medical centers on each one of those areas
where we actually looked to see could we find that the specific
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training, one, had been accomplished, two, that it was obvious to
us that it is available to us on the site where it was done, and
whether the competencies for that individual could be dem-
onstrated.

We did our first cut during the last week of February and during
the critical week in March. We did consultation reviews for those
areas where we felt there needed to be improvement. We have used
a standardized tool and a retrained program for at least annually
for all those who are currently competent has been set in place.
And we had made a second review spot check. Again, new sets of
eyes, different medical centers, using the same tool, and we will
continue to do that until we have

Mr. WALZ. And this tool looks like a checklist? I may be oversim-
plifying here and not coming from a medical background, but when
I go into a gas station restroom it says this was cleaned by Mary
at 9:10. Is there something like that? Yes, ma’am?

Ms. BERROCAL. I actually had the opportunity, recently—I am
Mary Berrocal, Miami—I recently had the opportunity to go to one
of the Air Force bases and observe the pilots as they prepared to
take off and I also observed how they were maintaining the engines
of the fuel tankers. And actually one of the things that I noted was
precisely that the pilot, one of them had flown 150 missions over
Iraq, so recently, as he was engaging and starting the plane he
went through his little checklist.

Mr. WALZ. Even though he or she could do it in their sleep.

Ms. BERROCAL. Right.

Mr. WaLz. They still do it. That is my point.

Ms. BERROCAL. Right.

Mr. WALZ. This is routine. Dr. Roe’s point is it is the routine that
gets you if you don’t checklist it.

Ms. BERROCAL. So we are implementing that.

Mr. WALZz. Very good.

Ms. BERROCAL. In addition to that, you know, I notice that they
work in a buddy system which we implemented. We also developed
a knee board where the SOPs are also readily available and they
can be in the procedure room so that they can refer to them if nec-
essary.

Mr. WALZz. Very good.

Ms. BERROCAL. The other thing is that I have initiated discus-
sions with the Air Force base to partner with them to provide
training so that we can kind of like take our technicians to that
area so that they can observe and understand the relationship be-
tween the need to do it and——

Mr. WALz. I think that is the stuff we are looking for. The next
thing I would bring up would come back to this, and this is my last
or broader question.

I understand the reason for giving the VISNs a lot of control so
that the decision is made on the ground. Are we going to have
VISNs doing this differently, some with checklists, some without or
whatever, or is there going to be a uniform approach? Dr. Duncan.

Dr. DuNncAN. Thank you. We have adopted a progressively more
intrusive series of requirements on our medical centers. And as we
found that we have not reached our goal of doing it right every
time for every veteran, we are preparing and have prepared a di-
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rective about reprocessing not just of colonoscopes, not just
endoscopes, but all reusable medical equipment.

We are looking right now into standardizing at the level of facil-
ity so that we have the minimum number of scope, standardizing
our SOPs across our system and that they are electronically avail-
able, and standardizing our document management so that when
changes to those SOPs occur that electronically those changes are
made, that the document management—that those changes go out
and it is verified to every staff member that needs to see them.
When SOPs become obsolete they are automatically retired, so that
there is no confusion.

So we agree with the IG that this needs to be viewed not as a
medical process, but as an industrial process, and put into place
the oversight, the controls, the quality controls that we need to get
those defects as close to zero as possible.

Mr. WALz. I appreciate that and I very much agree with that
much, and I appreciate hearing that.

The Ranking Member, I thank you for yielding your time, and I
yield back.

Mr. BUYER. Now will you yield to me?

Mr. WaLz. Absolutely.

Mr. MITcHELL. Can I have one followup real quick?

Mr. BUYER. Sure.

Mr. MiTcHELL. Ms. Berrocal, you mentioned what you are doing
now in Miami. Is that a process that can be done in all of the hos-
pitals, and is there a—look not every hospital had—some of them
passed the test, some of them were doing the procedures correct—
is there a best practices that you review and say these people had
no problems, why can’t we do it that way? And if what is hap-
pening in Miami with the new process maybe that ought to be
adapted everywhere.

Dr. DuNCAN. Excellent point, sir. We do have mechanisms in
place where we allow our medical centers to share lessons learned
about notification and disclosure, as well as best practices in SPD.

Key to what we feel we need to do to take this to really an un-
precedented level in SPD is to standardize across our system so
that we don’t have procedures being done 153 different ways in 153
different facilities, or worse yet being done differently in the same
facility in different clinics.

Mr. MiTcHELL. Thank you. Mr. Buyer.

Mr. BUYER. Thanks. I want to build off of the Sergeant Major’s
line of questioning.

I know Dr. Duncan what your testimony just was. What I em-
brace the most was the latter two sentences of your testimony, be-
cause I think that was responsive to the Sergeant Major’s inquiry.

The Sergeant Major looked at it because he has been responsible
for trucks, you know, tanks, jeeps, artillery pieces, he knows what
things need to be done and he looks for the checklist when he goes
and does his unannounced visits that First Sergeants, Sergeant
Majors like to do, show me your paperwork. Right? So that is how
he is looking at it.

And so Dr. Bagian, when you mentioned six sigma, I also got ex-
cited. So when you mentioned this as an industrial approach—you
haven’t done that yet—so that is why I discount the first part of
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your testimony. You can’t say okay this is how we are going to
move out squarely and then at the last part you mentioned we
should have an industrial-type approach.

So the reprocessing of the endoscope equipment, if it is an indus-
trial process for which we now agree, then we should be applying
a six sigma process to this and it would be beneficial. You mention
this in your appendix.

Dr. Bagian. Right. I thought it was six sigma reliability, not nec-
essarily the investigation technique; just to differentiate, but the
reliability should be at that level, no question.

There has been discussions about this for quite some time as I
pointed out, you know, we have done it for—we have talked about
it for 3 years, but there was always discussions about should we
go to that direction or not, and the decision was never made to go
that way. I think now is the

Mr. BUYER. Is the decision now to go that way? The last I heard
from Dr. Duncan? Is the decision now to go this way?

Dr. DuNcAN. Yes. The VHA has decided that what we have been
doing, business as usual, is not satisfactory, and that the way for-
ward for us is to try to impose some of these industrial manufac-
turing standards to these processes. How to do that since there are
not a lot of models in health care, the only area of health care
where this has really been applied has been in the laboratory.

Mr. BUYER. All right, well hold on.

Dr. DuncaNn. Okay.

Mr. BUYER. Hold on. Dr. Bagian, you just said you wrote Appen-
dix B. The first patient safety advisory on reprocessing medical de-
vices was issued on March 6th of 2003. What caused that first pa-
tient advisory back in March of 2003?

Dr. BAGIAN. That is a good question. Virtually all of these. In
fact every one of these, unlike you see from other sources were due
to either self-reports or industry making us aware that they be-
come aware. Not just the VA, but globally there had been an issue.
And they come from both things.

As contrasted to the studies that were mentioned in the previous
panel where they talked about Hepatitis B, Hepatitis C trans-
mission, those all were—there was an epidemic. That is under the
classic definition, you know, an outbreak of where all these people
have a disease now why did it happen? All ours really do is the
proactive work on the part of either, you know, talking to the man-
ufacturers or the manufacturers talking to us

Mr. BUYER. March 6th, 2003.

Dr. BAGIAN. Oh, no, no.

Mr. BUYER. Get me to that one.

Dr. BAGIAN. In the 2003 that was the Olympus. Let me look at
the summary and I will just tell you. I don’t memorize each one
and I would be foolish to say that I did. But that was the Olympus
Exera® gastrointestinal endoscopes, and there was an alert there
about verifying that. The ones past that are actually more germane
to your point, which is the ones where we went out with a self-as-
sessment, we got the 2006 after BK. At that time there were dis-
cussions about and we had talked about it, in fact Dr. Rosell, SPD,
Infectious Disease reported in March of 2007 to the Under Sec-
retary’s Coordinating Council for Quality and Safety that when
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they did the self-assessment, which we participated and helped
construct, that there were still problems here. At that time we had
advocated restructuring of the reporting mechanisms that occurred
of how we verified these things, but at that time it was not adopt-
ed. And I can just tell you that was a decision made because I
think they were looking at the traditional way it worked.

Mr. BUYER. All right, well I am going to call “time out” on you.
Hold on, hold on, hold on. Hold on, time out. I am going to send
you to the U.S. Senate. I feel like I am talking to a Senator.

I asked a very specific question. What caused you to do this on
March 6th of 2003? I will tell you what, why don’t you answer that
question for the record for me, okay? May I have an additional few
minutes? I think that would be helpful for us. I want to know what
caused you to do this first assessment. Because I use that—you
mention this in Appendix B, so I use this as your starting point,
so here we are in 2009, we are going back to 2003 as your first pa-
tient safety.

Dr. BAGIAN. It wasn’t an alert, it was an advisory. We have two
types. And that was due to Olympus coming out with what is
called, an “Important Safety Notice” on February 10th, 2003.”

Mr. BUYER. Okay.

Dr. BAGIAN. And they said would you please tell all your users.
So that was a pass through. So that is different than the other
ones.

Mr. BUYER. Okay. All right, thank you.

Dr. Duncan, in your testimony you state that VHA conducted a
self-evaluation assessment on reprocessing endoscope equipment in
fiscal year 2007 and again in 2008 and again this year, but in light
of the IG’s findings do you still endorse self-reporting—or excuse
me—self-evaluation assessments?

Dr. DUNCAN. The answer is yes, but that is not the whole an-
swer. I think we have to, as a learning organization, allow our fa-
cilities and our staff to find problems, and I think we should allow
them to have a chance to fix those problems. Clearly that is not the
whole answer and we are not advocating that.

We have instituted a much more direct and intrusive unan-
nounced evaluation of our facilities in this area. We have our SPD
program goes out and does evaluations of the SPD sections. And we
also are currently undergoing a random unannounced inspection of
all our facilities to make sure that we are in compliance and that
model specific SOPs and documented competencies for every staff
are in place.

Mr. BUYER. Self-assessments are important. We do that in our
own personal lives every day, right?

Dr. DUNCAN. Yes.

Mr. BUYER. So I don’t want to ever do away with self-assess-
ments.

But would you please provide to the Chairman and this Sub-
committee the results of the 2007 and 2008 self-assessment survey,
a list of the names of all VHA senior managers who were briefed
on the results, and I would like to know what remedial actions
were recommended and when were they actually implemented?
Okay? Thank you.
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[The VA subsequently provided the results of the 2007 and 2008
self-assessment survey in response to Question #6 of the Post-Hear-
ing Questions and Responses for the Record, which appear on p.
69, but did not provide a list of the individual names of the VHA
senior managers who were briefed on the results. National sum-
mary results of the observational assessments were presented to
groups, by staff from the National Infections Diseases Program,
which were listed.]

Dr. DuNcAN. Be glad to do that, sir.

Mr. MitcHELL. Thank you. Mr. Meek.

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

Dr. Duncan, I wanted to just I guess reel the tape back. I remem-
ber we were down the hall in the big Committee room a couple of
months ago; is that a fair assessment?

Dr. DUNCAN. Yeah.

Mr. MEEK. Okay. And three Members of Congress outnumbered
by people that are working within the VA, especially on the med-
ical side assuring us that everything is being taken care of and
that we will not find ourselves in this situation that we are in
today, and now we have a report that was released this morning
that said they took 2 days, May 13th and 14th, and to take a look
at what is going on out there in the field, and we find that training
of the staff was 50 percent at the time and that the recommenda-
tions to follow simple operating procedures were not followed. And
today, you come here today and you say we have a new attitude,
we are going to go a little further now.

I am not a veteran, but I represent veterans. I am pretty sure
there are more veterans in this room than any other Committee
room on Capitol Hill right now. We have veterans on the Com-
mittee and that is leading the Committee. We have veterans that
are sitting behind you that are representing groups that represent
veterans. I am pretty sure a super majority of you all at the table
are veterans. And so I don’t think that anyone set out to say let
us see who we can infect today, but I can tell you that I do not
believe as someone who has gone to the Miami Medical Center and
have worked with not only the director, but the medical director
and walked through the doors of what a veteran goes through
when they go to get tests to see if their health care has been com-
promised, I still sit here today after 2 plus hours in this hearing
and still feel a lack of confidence of what veterans are going
through right now, that are going through the procedure that is in
question.

When can we say that a veteran should have all confidence that
procedure is being followed?

I know that there has been testimony from the table there that
we are being held at a higher standard. Well, we are dealing with
individuals that have been held at a higher standard their entire
career, so they know what that means, especially for our enlisted
men and woman, and also for our officers that are serving on this
Committee.

I am just trying to get to the point of feeling a little better when
I brush my teeth in the morning that things are going like they are
supposed to on behalf of veterans. I want to know when will that
moment take place? When can I tell my constituents and my vet-
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erans that are concerned right now, because they pick up the news-
paper, they watch the news, they say I cannot believe this is still
happening, talk to me.

Dr. DuNncAN. Well first of all let me say that the IG report, we
were extremely disappointed at the findings of the IG report and
we regret that we were not 100 percent in compliance.

Just to take a fine point on your comment. The IG was looking
for the presence of model specific SOPs. It wasn’t the presence of
SOPs, it was model specific SOPs. It didn’t mean that they didn’t
have SOPs. We agree with the IG, they need to be model specific.
And they did not evaluate the competency of the staff. They were
looking for a written document that showed that that was there in
their file. We agree that we should be able to produce that and we
will work on that.

I think immediately the veterans can be assured and they can
have confidence in us that we are transparent, that we are up
front, and we are honest with the medical care that we provide
them, and if we do something that has a negative impact on any
veteran’s health we will tell them. That is our pledge to our vet-
erans.

I can tell you right now that we take this extremely seriously.
And we have put in place guidance from Central Office to address
these issues, and we are putting in place systems of oversight and
quality control and standardization that are unprecedented so that
we will provide the safest care for our veterans. That is what they
deserve, and that is what we intend to provide them.

Mr. MEEK. Mr. Chairman, if I can just have 2 more minutes.

I hear exactly what you are saying, okay? And I could see if 1
was a Member of Congress that wanted to just talk about the nega-
tive in this whole thing, but I think I have been pretty good with
the VA. I mean, I have talked with the Secretary, I have talked to
the directors in south Florida, I have even participated in informa-
tion sessions and sat through all of it—not my staff, me—and I am
not giving you secondhand information. This is what I have been
told by you and others that this would be corrected.

Now let me just say this very quickly, and I just want to make
sure that we are crystal clear. This is not personal, this is business
for me of following procedure. But guess what, on the flip side it
is very personal for those that have gone through this, and it is
very emotional for them, and I have bugs in my teeth of hearing
the stories of real stories, not what I read in the paper, not what
I saw in the news, not what I think is going on out there, but what
has actually happened. And there have been some very courageous
veterans sharing their personal medical experience with me. They
didn’t have to, but they did. So I can only imagine if some of them
can sit up here and have a chance to have an open microphone
with the VA and even with the Inspector General.

And all T am saying is that I have heard what you are saying
before, and I still go back to my question, not transparency, not
that we care. Can a veteran go into the veteran facility right now,
VA facility, to receive preventive examination as it relates to a can-
cer, that by age and by doctor recommendation that they should
take, that their health care status will not be compromised?
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And if you are going to answer that question yes, then I want
to know the things that you identified as what we are going to
start doing, is that in place now? Was there a phone call this morn-
ing? Was there a video conference this morning to say yes, we said
we were serious, but we are really serious now, and so you go
through the numbers. Is there a manager standing over someone
that is getting ready to carry out a procedure saying okay, have
you properly cleaned this equipment? Have you properly followed
the procedure? That is what I am talking about. Because I have too
many veterans that are now saying Kendrick, can I go somewhere
else, because I can’t walk into the facility, and we have just
dropped unprecedented dollars in investment into the VA. So if
there is an argument that the resources are not there or that you
don’t have the means to do it then we need to hear it.

Ms. BERROCAL. Sure. Thank you Congressman Meek, and thank
you so much for taking an active part at coming to the Medical
Center and actually viewing the efforts of the Miami VA. I appre-
ciate that.

I do want to give you some assurances about the Miami VA. We
have made extensive reviews. We have been reviewed by external
bodies. We have provided training to our staff locally from our
Medical Center. We have received training from experts in Central
Office. We have received training from individuals at other VA
medical centers that are considered to be experts at that. We have
sent our staff to the Richmond VA to receive training and observe
how other places have done it. We have validated competencies of
the individuals. We have re-worked the SOP’s——

Mr. MEEK. Sorry, Mr. Chairman, if I can, I am sorry, and I am
sorry to cut you off.

Dr. Duncan, I asked you a question, I don’t have an answer. 1
know the Miami VA, they are under a real microscope. Everyone
is paying attention. This thing is bigger than Miami.

I want to know if a veteran walks into a VA facility, whether it
be in Florida, Nevada, Washington State, wherever, can they be as-
sured that their health care will not be compromised? Now you
have told us time and time again, and I am sorry to get a little
short fused with you, I need to know.

Dr. DuncaAN. I will say that a veteran can walk into any VA hos-
pital and my honest belief is that their risk of being harmed by the
medical care that they receive is less than what it would be in the
outside medical facilities.

American health care has been recognized as being dangerous
and does cause deaths. It is the sixth leading cause of deaths in
the United States, and that is in the Institute of Medicine report
that came out a number of years ago about patient safety in Amer-
ican health care.

I cannot guarantee to any veteran that they will not have an ad-
verse event occur in our facility. I can guarantee that we are dedi-
cated and committed to reducing those adverse events to the lowest
possible level, and we take that extremely seriously. We under-
stand the impact that these events have on our veterans’ lives. And
we will do everything we do. But I can’t give you a blanket assur-
ance. And if I gave you that impression in previous briefings I
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apologize, because I don’t believe anybody in any hospital can make
that assurance.

Mr. MiTcHELL. Thank you.

Mr. MEEK. Thank you, Mr. Chairman, thank you so very much.

Mr. MITCHELL. You are welcome. We need to get moving, because
we have one more and we are running out of time.

Mr. MEEK. I know that, Mr. Chairman, I just want to make sure
that we are clear for the record.

Yes, we would like 100 percent, no one is 100 percent. I am not
100 percent, but I do know that we are still finding official reports
saying that we are not even close to 100 percent or 80 percent. So
I just want to make sure that we are there and that the right atti-
tude is in place.

Mr. Chairman, thank you for the latitude.

Mr. MiTcHELL. Thank you. Mr. Broun.

Mr. BROUN. Mr. Chairman, thank you so much for allowing me
to be here.

And to begin with I want to congratulate Ms. Wiley for the fan-
tastic job she has done at the Augusta Charlie Norwood VA Hos-
pital. I am very aware of the tremendous job she has done there,
and I want to congratulate you publicly for the great job that you
have done there. I am sorry these issues have come forth so that
you have to be here today, but you have done a great job.

Dr. Duncan, there seems to be some confusion among my con-
stituents in Georgia about the timeline of events at the Augusta
VA—Charlie Norwood Medical Center—and I was wondering if you
could clear up the timeline for us. When did the facility become
aware of the endoscopy sterilization problems? Was it in April, was
it in November of 2008 or some other time?

Dr. DuncaN. I will ask Ms. Wiley to address that since she has
personal knowledge about that.

Ms. WILEY. Thank you. Thank you, and again we regret that this
has occurred first of all.

The endoscope that we are talking about is an ENT scope, a
Rhino Laryngo Scope, which is a much smaller scope. It is approxi-
mately 8 inches long and it has no inner channel, so it has no
cleaning requirements that require flushing.

Mr. BROUN. Let me interpret you here a minute. I just want to
be clear for the Committee’s perspective. Because as a physician
who has done colonoscopies myself in my own medical practice and
have been associated with ENT endoscopy, we are talking about a
completely different situation here with the scopes at the Charlie
Norwood VA; is that correct?

Ms. WILEY. That is correct.

Mr. BROUN. Okay. I thank you for

Ms. WILEY. Thank you. In November we had a patient who asked
the clinician while he was waiting for the procedure to be per-
formed why we were using a super sani-wipe which is an alu-
minum chloride based product which is—kills everything—why we
were using that when it would be perhaps dangerous for the mu-
cous, it might irritate that.

Mr. BROUN. Let me interpret you again. I apologize, but you just
made a statement, it kills everything. Does it kill Hepatitis B, Hep-
atitis C, and HIV?
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Ms. WILEY. It is my understanding that it does, yes, sir.

Mr. BROUN. Okay.

Ms. WILEY. But it is not according to manufacturer’s rec-
ommended cleaning requirements.

Mr. BROUN. I understand that. But it is a super cleaner that will
kill these viruses.

Ms. WILEY. Correct, on the surface.

Mr. BrRoOUN. Even though this wasn’t recommended it would kill
the viruses when it was utilized in the manner that it was utilized;
is that correct?

Ms. WILEY. That is correct.

Mr. BROUN. Okay.

Ms. WILEY. At the time that the patient made mention to the
physician, we immediately stopped those procedures in that clinic.
The physician immediately reported it to his supervisor, who was
our chief of surgery, who at that point let leadership know, and we
discontinued at that point all scope procedures in the ENT clinic.

Subsequent to that and the following 5 days, we also did a step
down throughout the medical center to ensure that we had no
other lapses in any of our other scope processing activities at the
medical center at that time.

And subsequently in January, we had the VA senior officials con-
duct a CRAAB at which point it was determined that we need to
notify our patients that there might be a potential risk; however,
very, very minimal.

What you are talking about in April is a series of e-mails that
had to do with two employees that attended a conference, and
there was some questions or controversy over where the super-
visory responsibility needed to be for SPD in the future. If it need-
ed to be under the infectious control guidance, under the chief of
staff. That discussion and other query surrounding that was dis-
cussed in the Infectious Control Committee, but was not surfaced
to my level until well after that time.

Mr. BROUN. Okay, thank you, Ms. Wiley.

Dr. Duncan, I appreciate your written comments that the De-
partment of Veterans Affairs number one priority is the well-being
of our Nation’s veterans, and it very well should be. Our veterans
have volunteered to serve our country, and it is unacceptable that
their care—that any VA facility is inadequate. There is simply no
excuse that some of these things went on so long, as far as I am
concerned, and I know that you agree with me about that.

Dr. Duncan. I do.

Mr. BROUN. At least I think you do.

Dr. Duncan. I do.

Mr. BROUN. I appreciate the VA’s accountability after the fact,
but we expect much, and much more when it comes to the care and
treatment of our veterans.

My question for you today is this. Dr. Daigh said in his testi-
mony that serious management issues need to be addressed by the
VA with respect to the management of the industrial processes,
such as reprocessing of the endoscopes.

What is the VA doing to address its current management issues,
and how can you reassure our veterans that the VA is doing every-
thing in its power to resolve its endoscopy issues? This is what Mr.
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Meek was saying. And especially given that the Office of Inspector
General Inspections in May showed that there is only a 43 percent
compliance rate for proper staff training and appropriate SOPs are
available.

Mr. Biro. Well let me just say for VISN 7 and Augusta specifi-
cally. This is Larry Biro, the Network Director.

What I did for the last go round of self-certification, I required
my directors to personally communicate with me through e-mail
using the “I” word. “I went and looked, I did this, I did that.” T will
have to admit this is the first time I ever did this with all the self-
certifications. At least I have a record, which was very revealing,
because they could explain to me what they did, and they did find
still some weaknesses at this last self-evaluation which had to be
fixed, but at least now I have a personal bond with this disclosure.

As other people know, and you do, I go to Augusta, and all my
medical centers, VA every month, I will be there tomorrow in Au-
gusta, and this will be a hot topic, and we have spent hours and
hours on this. And my personal style is, I will be there looking and
asking and tearing the place apart to see if it is being done appro-
priately in all my facilities.

Mr. BROUN. Well, I appreciate that.

Actually my question was to Dr. Duncan, because my knowledge
of what has gone on in the Augusta VA, it is a totally different sit-
uation there than we have at the Miami VA, for instance, but I am
concerned about systemwide, and I appreciate your comments, be-
cause I congratulate what you all have done at Augusta, I think
it is very appropriate what you all have putting into place, but I
am really concerned particularly about the endoscopy and the
things that have occurred with that. Because we are talking about
two different situations here, and I just want assurances.

Mr. Meek was saying that a veteran, if he goes to any VA facil-
ity, no matter where it is in this country, that those procedures—
those process procedures, the industrial procedures are put in place
so that veterans are absolutely very comfortable going to the VA
to have a colonoscopy in Miami or any other place.

Dr. DUNCAN. And I agree with you.

To get to your question and your point exactly. We are committed
to standardizing SPD functions, and we have done two things. One
is we have already put out guidance to standardize the reprocess-
ing of reusable medical equipment. We are also in the process of
preparing a reorganization and a directive to reorganize SPD func-
tions so that it looks the same in all facilities as far as who SPD
is accountable to, what standard procedures are being used, that
there is standardized document control, there is standardized
training.

And so we believe that and are committed to doing—instead of
letting each facility sort of devise their own way of doing things,
this is a departure. We have decided to try to centralize and stand-
ardize these functions so that when you go to different facilities
they are doing things in the same manner.

A directive, and I can’t emphasize this enough, is a weak action
unless we follow it up with careful inspection both at the local level
and external, and that is being ramped up. And I have no doubt
that we will be asked to come back and report to you what we have
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done and we look forward to doing that, because we feel this is a
serious problem that needs to be addressed and we want to address
that so we can assure our veterans that they are going to the safest
facilities for their medical care that they so rightly deserve.

Mr. BROUN. Dr. Duncan, I appreciate that. There will always be
problems that will always have to be fixed. Only one perfect person
ever lived and that is the Lord Jesus Christ.

But let me just refer you to this picture of the two different tubes
used at Murfreesboro. If you look at the connectors they look very
similar. And Congressman Buyer was talking about even fixing the
things in the private sector.

I request as you look at these things that something is done so
that maybe the color coding is different for one-way versus a two-
way connector, and that can very easily be done by the manufac-
turer, and I think there are a lot of things that can be done that
are absolutely important to do so that will help veterans, as well
as people in other facilities to understand that their procedure is
perfectly safe—as safe as can be in human endeavor.

Dr. DuncaN. I have two comments and then Dr. Bagian I think
wants to say something. First of all, Murfreesboro looked at this
and as part of their root cause analysis, devised a mechanism for
tagging those valves that should not be used so it would be clear.
And I agree with you, we have brought this to the attention of the
manufacturer, and if we could change the color of those valves we
would. Jim.

Dr. BAGIaN. Well certainly you want to design things so the easi-
est thing to do is the right thing to do. You want to make it more
difficult.

You know, we have had extensive discussions with Olympus in
this case, and you know, we have had very productive discussions.
In fact, I would say the testing that Olympus helped us really un-
derstand what patients were put at risk. Without that we would
have been in far worse shape. And you know, my hat’s off to Olym-
pus and I think others would say the same for that.

As to the color coding you have to look at other things that need
to be done. Those two tubes as you showed in the picture, one is
very short and it is used for cleaning only. Apparently what hap-
pened is—I forget who it was that said, you know, we still don’t
know—I think it was when the IG was talking—it is still unclear
how they became pulled apart. They shouldn’t be pulled apart and
disconnected at all.

So the step for instance that Murfreesboro was taking where
they tagged the one I think is an adequate step. There are other
reasons why you wouldn’t want to use different colors, to be quite
honest. So I think that is right. Olympus is not the only manufac-
turer as you heard before, so there are issues that have to do with
that. We work with a number of manufacturers to try to look at,
and we are looking at, both their procedures and have reviewed
company’s procedures to talk about how they could be less likely
to be misinterpreted or ambiguous as well as designs, and we con-
tinue to do that.

So that is certainly one of the components that need to be done,
we would agree, but it wouldn’t necessarily be color. I mean, there
are a number of factors, that is but one I would say.
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Mr. BROUN. Thank you very much, Mr. Chairman, I appreciate
it.

Mr. MiTCHELL. Thank you. Just one followup and then I want to
ask Dr. Roe to follow up. The counsels for both the Majority and
the Minority went to Bay Pines in Tampa and they use a dispos-
able system and don’t seem to have any problems. Is there a real
cost difference?

Dr. BAGIAN. Let me answer that one. That is an after market
one, which also has certain advantages and disadvantages, we also
work with that company as well. It is a very complex topic, and we
can go into that, the issues about doing it. They both have their
advantages and disadvantages, and we are working with all these
companies to figure out if there are ways to make them more fool-
proof, if you will, less likely to error, and we are doing that.

Mr. MiTcHELL. Well we have seen the issues with the reusable,
agld I don’t want to go into another whole hearing about the dispos-
able.

I just want you to know also that with all the directives that you
are going to give out, the publicity that this has gotten, the fact
that I am sure systemwide everybody talks to each other, that the
IG has been to a number of places, but the frustrating thing is that
even though this all came out when they did their unannounced
visits people weren’t complying.

I just want you to know that Dr. Roe and I have just talked, that
we expect that when the IG goes back—and we are going to ask
the IG to do this—within 90 days that he finds complete compli-
ance with the procedure that you have in place that is going to
eliminate this mistake period.

Dr. Roe.

Mr. Rok. Thank you, Mr. Chairman, thank you for chairing this
meeting, I think it has been very helpful for everyone.

And first of all, Dr. Duncan, you made a vigorous defense of the
VA system. I would argue that the private health care system is
not a dangerous place. I would say that hospitals are safe. Medical
errors occur, but hospitals are by and large not dangerous places,
they are places where we go hopefully to heal our patients.

I do think that we need to be transparent as the VA has done,
a confession is good, but it doesn’t fix the problem. Saying I am
sorry doesn’t fix the problem. So we need to work on fixes to the
problem.

The other thing that we don’t need to do for the people down the
trenches—and I spent 31 years in the trenches—is have those om-
nipotent ones—us here from up above—shove down a bunch of pa-
perwork on people and make their job a lot harder. This has got
to be easy to do for them, where it is either a checklist or some-
thing that is fairly easy to do or they will push back.

Now, I will also tell you that doctors are the worst about pushing
back about changing. We hate change. But I recall when they
brought the surgical pause in, where you stopped before you
dropped the knife on somebody and you went through this proce-
dure list. And I will tell you where that came from. Our volunteer
State mutual malpractice company had the airline industry come
in and talk to us on two different occasions about procedures. I
think that has helped. As a matter of fact, I embraced it fairly



49

early on because it made sense. If you are running from one oper-
ating room to another, this is Ms. So and So, you are going to do
this, and have I got the equipment, is it prepared and so on. Those
are good things to do. We need to change where it helps our pa-
tients. But in doing this, don’t be so heavy handed that it makes
itbdifficult for the people doing 10 colonoscopies a day to do their
job.

And once again, I will say that I know their friends or patients
or whatever that work at the VA hospital in Mountain Home. They
want to do a good job. They are trying to do a good job. That is
not the case. They are not out there deliberately trying to do any-
thing wrong. I think we have got to help them and not make their
job harder.

And the Chairman and I have talked, and I think in 90 days that
is fair. We should be able to look at that again in 90 days and say
we fixed this problem, and I think then you can look a veteran in
the eye and say, you know, this has been looked at systemwide,
and this problem has been resolved.

Mr. Chairman, I yield back, and thank you for holding this meet-
ing.

Mr. MiTcHELL. Thank you very much. And I want to thank you
for your service and all your help with veterans. And yes, Mr.
Broun?

Mr. BROUN. Mr. Chairman, will you yield a second?

I just want to thank you and the Ranking Member for having us
who are not on this Committee participate as if we were Com-
mittee Members, because it is a concern of mine as a representa-
tive of the Charlie Norwood VA Hospital, just like it is for Mr.
Meek and Ms. Ros-Lehtinen, and I really want to thank you and
how much I deeply, personally appreciate the ability to be here and
participate. Thank you so much, sir.

Mr. MiTtcHELL. Thank you. And before we gavel this meeting to
an end, Ms. Brown, do you have a comment?

Ms. BROWN OF FLORIDA. Mr. Chairman, I just want to thank you
for holding this hearing, and I am going to follow up with the IG,
because I don’t want this meeting to be about just talk, but what
we are going to do to make sure that this doesn’t ever happen
again.

Mr. MiTcHELL. Thank you. The hearing is adjourned.

[Whereupon, at 1:11 p.m., the Subcommittee was adjourned.]
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Prepared Statement of Hon. Harry E. Mitchell,
Chairman, Subcommittee on Oversight and Investigations

I would like to thank everyone for attending today’s Oversight and Investigations
Subcommittee hearing entitled, Endoscopy Procedures at the U.S. Department of
Veterans Affairs: What Happened, What Has Changed? Thank you especially to our
witnesses for agreeing to testify.

We are here today to evaluate endoscopy procedures used by the Department of
Veterans Affairs. Since this Subcommittee was made aware of the improper reproc-
essing, incorrect usage, and substandard cleaning of endoscopic equipment—at
Murfreesboro, Tennessee; Augusta, Georgia; and Miami, Florida—we have learned
that approximately 53 veterans, and maybe more, were potentially exposed to HIV
and Hepatitis. Exposing our veterans to that type of risk is unacceptable ... and
frankly, 'm outraged that any of our Nation’s heroes were potentially infected or
that they even have to worry about that possibility.

We have been here before, and time and again, we have seen the VA violate the
trust of those who have bravely served this country. The endoscopy issues in
Murfreesboro, Augusta, and Miami are yet another reason for veterans to lose con-
fidence in a system they rely on for the care we owe them.

Most infuriating is the irony that these veterans were undergoing routine medical
evaluations to keep them safe and to prevent illness, but ultimately, they may be
in more danger now than before the procedure. Although we will hear today from
the VA that it is difficult to determine whether illnesses diagnosed after these pro-
cedures resulted from the endoscopies or from unrelated exposures, there is no ques-
tion that shoddy standards—systemic across the VA—put veterans at risk and dealt
a blow to their trust in the VA. And I'll say it again, whether or not any veterans
contracted illnesses from these procedures, it is outrageous that they even have to
worry about that possibility.

In response to these shocking wrongdoings, in December 2008 and January 2009,
all VA Medical Centers were required to review their processes to ensure that they
are in compliance with the endoscopy device manufacturer’s instructions. This inci-
dent serves as yet another example of why standardization of VA medical proce-
dures is needed. I expect that the VA can report today that all VA Medical Centers
are now in compliance.

I am also eager to hear what the VA has done to ensure that proper policies and
training are in place so that mistakes like these will not happen again. I expect to
learn what will be done to care for those who may have been exposed to HIV or
Hepatitis. And I want to know how they are going to regain the trust of the vet-
erans they serve.

In closing, I would like to acknowledge the VA’s cooperation as this Subcommittee
prepared for today’s hearing. But despite this cooperation and enhanced trans-
parency with the new Administration, we must continue to provide persistent over-
sight to identify problems, motivate improvement, and help the VA to provide the
safe, timely, and thorough care veterans deserve.

———

Prepared Statement of Hon. David P. Roe, Ranking Republican Member,
Subcommittee on Oversight and Investigations

Thank you for yielding, Mr. Chairman.

This very important hearing was scheduled at the request of Ranking Member
Buyer due to the seriousness of the allegations involving the improper disinfecting
and cleaning of instruments used during endoscopic procedures such as
colonoscopies. I am pleased that we have the opportunity to review what procedures
were in place at the time the incidents occurred in Augusta, Murfreesboro and
Miami, and what the VA has done to address and correct the problems VA-wide.

(50)
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On December 1, 2008, the VA Medical Center in Murfreesboro, Tennessee identi-
fied a problem relating to the reprocessing of endoscopy equipment. VA Central Of-
fice requested that all facilities review their processes to ensure that they were in
compliance with the manufacturer’s instructions. These reviews identified signifi-
cant reprocessing issues at the Augusta VA Medical Center and the Miami VA Med-
ical Center. Both of these issues required patient notifications and testing.

On February 9, 2009, the VA announced a “Step-Up” campaign scheduled from
March 8 through March 14, during which all VHA facilities would review the safety
procedures and processing protocols, with a special emphasis on retraining on the
reprocessing of endoscopes, establishment of easily tracked accountability for instru-
ment processing, and training on standard operating procedures by facility leader-
ship. VA also began notifying veterans who were in the “risk pool” of potentially af-
fected patients. In total, VA has notified 10,320 veterans of potential risk. Nine
thousand nine hundred fifty of these patients responded to the notification, 633 de-
clined testing or an appointment for follow up; and 8,596 veterans were notified of
the results of their testing. Out of all of these veterans who were tested, 13 were
found positive for Hepatitis B virus; 34 were found positive for Hepatitis C virus;
and 6 were found positive for HIV.2 While the percentage of infections appears
small, the issue at hand is the proper processing of equipment, and ensuring the
ultimate safety of those veterans who have placed their trust in VA’s hands for care.

On March 25, 2009, Ranking Member Buyer requested an IG investigation be con-
ducted on the VA’s Step-Up program, and to determine if there was a systematic
problem throughout the VA in meeting the “Step-Up” training requirements.

I am looking forward to hearing the testimony of the IG’s office on its investiga-
tion into this issue. It is troubling that these steps had to be taken, but given the
possible magnitude of the problem that occurred earlier this year, it is reassuring
that VA has taken these steps to ensure patient safety at the VA medical facilities.

The safety of our Nation’s veterans should be our top priority when they come
to the VA Medical Centers and Outpatient Clinics for care. When we fail to care
for even one veteran properly, we have failed in our sacred trust. We can do better,
and we will.

Again, thank you, Mr. Chairman, and I yield back.

———

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

INTRODUCTION

Mr. Chairman and Members of the Subcommittee, thank you for the opportunity
to testify today on endoscopy reprocessing errors by VA that placed veterans at risk
of viral infections as a result of endoscopy procedures performed at several VA med-
ical centers (VAMC). The VA Secretary, the Chairmen and Ranking Members of our
Oversight Committees, and other Members of Congress requested the Office of In-
spector General (OIG) review VA’s procedures at those facilities as well as nation-
wide. Our report, Healthcare Inspection, Use and Reprocessing of Flexible Fiberoptic
Endoscopes at VA Medical Facilities, was published today.! I am accompanied by
three members of my staff: George Wesley, M.D., Director, Medical Consultation
and Review, Office of Healthcare Inspections; Jerome Herbers, M.D., Associate Di-
rector, Medical Consultation and Review, Office of Healthcare Inspections; Limin
(Lin) Clegg, Ph.D., Director, Biostatistics Division, Office of Healthcare Inspections.
As I have previously stated in testimony before this Subcommittee, I believe that
VA provides high quality health care to veterans; however, I am concerned that the
gontl;gls are not in place to ensure the delivery of a uniform, high quality medical

enefit.

BACKGROUND AND FINDINGS

VA medical facilities have not complied with multiple directives to ensure
endoscopes are properly reprocessed. Unannounced OIG inspections on May 13 and
14, 2009, found that medical facilities:

e Have the appropriate endoscope Standard Operating Procedures (SOPs) avail-
able 78 percent of the time.
e Have documented proper training of staff 50 percent of the time.

aNumbers updated as of June 8, 2009, 4:00 p.m. from VA’s Web site.
1 http://www.va.gov/oig/publications/reports-list.asp.
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e Are compliant with both recommendations 43 percent of the time.

The impact of improper high level disinfection of reusable endoscopes places vet-
erans at risk of infection from viruses including Hepatitis B, Hepatitis C, and
human immunodeficiency virus (HIV). Medical research has shown Hepatitis B and
Hepatitis C infections have been transmitted through endoscopes. There has not
been a documented case of HIV transmission with colonoscopes.

As a result of the improper reprocessing of colonoscopes, 6,387 veterans were noti-
fied by the Murfreesboro, Tennessee, VAMC, and 3,260 veterans were notified by
the Miami, Florida, VAMC, that they were at risk of these viral infections. Improper
processing of ear, nose, and throat (ENT) endoscopes at the Augusta, Georgia,
VAMC, resulted in the notification of 1,069 veterans that they were at risk for these
same diseases.

There have been multiple notifications to VA medical centers that reprocessing of
endoscopes required close attention to detail and compliance with the manufactur-
ers’ recommendations for high level disinfection. The responsibility for reprocessing
endoscopes is described in VA Handbook, “Supply, Processing, and Distribution
(SPD) Operational Requirements.”2 Part 6 of the handbook addresses decontamina-
tion and states, in part, “All reusable medical devices used in the medical center
should be processed in the SPD decontamination area. If there are other areas of
the medical center where decontamination must be done, all procedures listed in
this section of the handbook will apply to that area.” The handbook also states that
staff reprocessing endoscopes “should consult all manufacturers’ instructions.”

On February 10, 2003, based on problems identified at non-VA facilities, the
Olympus Corp. issued a safety alert entitled “Reprocessing of Auxiliary Water Chan-
nel on Olympus EXERA™ Gastrointestinal Endoscopes.” This notice reminded cus-
tomers that “the auxiliary water channel must be reprocessed each time the endo-
scope is used.”

On February 13, 2004, the VA National Center for Patient Safety (NCPS) issued
an alert related to “an incorrect connector being used to link cleaning solution to
endoscopes during reprocessing.”3 The alert required VA medical facilities to: (1)
provide in-service training consistent with manufacturers’ instructions for reprocess-
ing specific models of gastrointestinal (GI) endoscopes, and (2) incorporate knowl-
edge of proper handling and reprocessing of GI fiberoptic endoscopes into the Joint
Commission competence assessment requirements for individuals tasked with this
assignment.

Based on a January 2006 event involving the reprocessing of prostate biopsy de-
vices, the Veterans Health Administration (VHA) conducted a national review in
September 2006 to assess compliance with reprocessing standards. All VHA facili-
ties conducted self-assessments and the aggregated results were published in 2007.
Facilities were directed to create local policies based on manufacturers’ instructions,
including requirements for demonstration of competence in performing reprocessing.

On December 22, 2008, in response to events at the Murfreesboro VAMC, NCPS
issued a Patient Safety Alert regarding the incorrect tube/valve combination and the
frequency of reprocessing auxiliary water system accessories.4 The alert emphasized
the importance of following manufacturers’ instructions. The alert also required fa-
cilities to have SOPs available to all personnel who reprocess endoscopes and acces-
sories and that staff be evaluated for reprocessing competence. Facilities were di-
rected to certify compliance with these action steps by January 7, 2009. Sixteen fa-
cilities reported that they were not in compliance with the manufacturers’ instruc-
tions for reprocessing endoscopes.

On February 4, 2009, the Principal Deputy Under Secretary for Health (PDUSH)
and the Deputy Under Secretary for Health for Operations and Management
(DUSHOM) sent a memorandum to all VA medical facilities announcing “Endoscopy
Step-Up Week” for March 8-14 requiring that facilities ensure they have:

e Locally-developed device-specific SOPs meeting manufacturers’ requirements for
set-up and reprocessing of all endoscopes.

e Evaluations of model-specific competence for appropriate personnel who set up
and/or reprocess endoscopic equipment.

e Assured accountability for reprocessing procedures in all areas and at all levels
of the organization.

2VA Handbook 7176, issued in 2002.

3NCPS Alert, Proper Connectors for Sterilization of all Gastrointestinal Fiberoptic Endoscopes,
February 13, 2004.

4VHA Patient Safety Alert AL09-07, Improper Set-up and Reprocessing of Flexible Endoscope
Tubing and Accessories, December 22, 2008.
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The memorandum did not require reporting or certification of compliance. On Feb-
ruary 9, 2009, VHA issued Directive 2009-004, Use and Reprocessing of Reusable
Medical Equipment (RME) in Veterans Health Administration Facilities. This Direc-
tive formalizes the requirements specified in the February 4 memorandum.

On May 12 and 13 of this year, the OIG conducted unannounced inspections of
VA medical facilities to test the medical facility’s compliance with VHA’s leadership
memorandum of February 4, 2009, establishing an “Endoscopy Step Up Week”
March 8-14, 2009, and the February 9, 2009, VHA issued Directive 2009-004. For
each colonoscope reprocessing location, we classified that reprocessing unit as “SOP
compliant” if model-specific reprocessing SOPs were present for applicable
colonoscopes; as “competence compliant” if at least one demonstrated model-specific
competence record existed for each applicable endoscope; and as “compliant” if it
was both “SOP compliant” and “competence compliant.”

From the sampling of colonoscope reprocessing units, the OIG projects that 78
percent of VHA colonoscope reprocessing units were in compliance with SOPs. We
estimate that only about one out of two VHA colonoscope reprocessing units (50.2
percent) is in compliance with competency. The compliance with both SOPs and
competency is estimated at 42.5 percent.

The results of the unannounced inspections led to the conclusion that serious
management issues need to be addressed by VA with respect to the management
of industrial processes such as the reprocessing of endoscopes. The OIG report rec-
ommends that VA:

e Ensure compliance with relevant directives regarding endoscope reprocessing.

o Explore possibilities for improving the reliability of endoscope reprocessing with
VA and non-VA experts.

e Review the VHA organizational structure and make the necessary changes to
implement quality controls and ensure compliance with directives.

Clinical Risk Assessment Advisory Board (CRAAB)

VHA Directive 2008-002, Disclosure of Adverse Events to Patients (January 18,
2008), provides guidance for disclosure of adverse events related to clinical care to
patients or to their personal representatives. Adverse events are defined as “unto-
ward incidents, therapeutic misadventures, iatrogenic injuries, or other adverse oc-
currences directly associated with care or services provided within the jurisdiction
of a medical center, outpatient clinic, or other VHA facility.”

VHA Directive 2008-002 describes three adverse event scenarios and their cor-
responding notification processes:

e Clinical Disclosure of Adverse Events. This disclosure category pertains to dis-
closure of an adverse event to a single patient at the local level. Generally, such
events referred to in this subdivision are of a relatively minor nature.

e Institutional Disclosure of Adverse Events. This type of disclosure focuses on
“cases resulting in serious injury or death, or those involving reasonably ex-
pected serious injury, or potential legal liability.”

e Large Scale Disclosure of Adverse Events. This type of disclosure is defined as
“involving a large number of patients, even if at a single facility.” Authority and
responsibility for large scale disclosures resides with VHA’s PDUSH. Often the
issues will be clear and the PDUSH will proceed according to the facts and
available medical science. However, if the issues are unclear, the PDUSH can
request that the DUSHOM convene the CRAAB, an ad hoc consultative board.

CRAABs have permanent voting members that include representatives from the
Office of the National Center for Ethics in Health Care, Office of Quality and Per-
formance, National Center for Patient Safety, Office of Patient Care Services, and
Office of Public Health and Environmental Hazards. Additionally, individuals
knowledgeable about the case at hand, subject-matter experts, and stakeholders af-
fected by the decision may be asked to participate.

Key issues that the CRAAB is expected to address include the number of veterans
exposed or potentially exposed; the probability that the adverse event will cause
harm; the nature, magnitude, and duration of the potential harm; and the avail-
ability of treatment to prevent or ameliorate harm.

VHA Directive 2008—002 recognizes that although it is difficult to weigh all bene-
fits and harms, situations prompting a decision whether to conduct large scale dis-
closure of adverse events likely involve the following considerations.

e Are there medical, social, psychological, or economic benefits or burdens to the
veterans, resulting from the disclosure itself?

e What is the burden of disclosure to the institution, focusing principally on the
institution’s capacity to provide health care to other veterans?
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e What is the potential harm to the institution of both disclosure and nondisclo-
sure in the level of trust that veterans and Congress would have in VHA?

The CRAAB may choose to recommend notification if “one patient or more in
10,000 patients subject to the event or exposure is expected to have a short-term
or long-term health effect that would require treatment or cause serious illness if
untreated.”

With respect to the colonoscopy reprocessing issues at the Murfreesboro VAMC
and the Miami VAMC, the CRAAB unanimously voted for patient notification. The
CRAAB was charged with addressing the Augusta VAMC ENT reprocessing inci-
dent, but as the facts became clear, notification proceeded without requiring formal
CRAAB meetings.

As a result of the National Patient Safety Alert of the December 22, 2008, 16 VA
facilities (other than Murfreesboro) reported reprocessing problems with tubing that
connects to the auxiliary water line of colonoscopes. The CRAAB, over a series of
meetings, and after reviewing scientific literature and conducting further evalua-
tions, voted unanimously to recommend that veterans not be notified of these re-
processing issues as the risk of cross contamination of patients was so small as to
be clinically insignificant.

CONCLUSION

The OIG’s review of these issues concludes that the CRAAB has been an effective
mechanism for providing guidance to VHA leadership on disclosure of adverse
events to veterans. However, the results of our unannounced inspections led to the
conclusion that serious management issues need to be addressed by VA with respect
to the management of industrial processes such as the reprocessing of endoscopes.

Mr. Chairman, this concludes my statement and we would be happy to answer
any questions that you or other Members of the Subcommittee may have.
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Prepared Statement of William E. Duncan, M.D., Ph.D., MACP,
Associate Deputy Under Secretary for Health, Quality and Safety,
Veterans Health Administration, U.S. Department of Veterans Affairs

Good morning, Mr. Chairman and Ranking Member. Thank you for the oppor-
tunity to testify about what happened and what has changed regarding endoscopy
procedures at the Department of Veterans Affairs (VA). Accompanying me today are
Dr. James Bagian, Chief Patient Safety Officer; Nevin Weaver, Veterans Integrated
Service Network (VISN) 8 Director; Dr. Joseph Pellecchia, Interim Network Chief
Medical Officer and Chief of Staff, Huntington VA Medical Center; Lawrence Biro,
VISN 7 Director; Dr. John Vara, Chief of Staff at the Miami VA Medical Center;
Juan Morales, Director of the Tennessee Valley Healthcare System; Rebecca Wiley,
Director of the Charlie Norwood (Augusta) VA Medical Center; and Mary Berrocal,
Director of the Bruce W. Carter VA Medical Center.

My testimony today will provide a brief background on endoscopic devices, explain
what happened at four of our facilities, describe changes VA instituted at the local
level, report on new national policy, and discuss future actions.

The Department of Veterans Affairs’ number one priority is the well-being of our
Nation’s veterans. VA deeply regrets these incidents occurred. We are an organiza-
tion that is accountable to veterans.

VHA is committed to being people-centric, results-driven, and forward looking to
create an organization that is equipped for the 21st century. We will use this unfor-
tunate experience to understand how we can transform our Department.

Our veterans were willing to make the ultimate sacrifice and they deserve the
best possible care, at every facility that we operate. We have an obligation to pro-
vide them a safe environment in which to get medical care. Veterans and their fami-
lies need to know when they come to VA they are in good hands and that they are
being provided the best care in the country and they need not fear the VA health
care system, it is one of the best in the Nation. As this incident shows, however,
we must never rest on our laurels, and always remain diligent stewards of leading
health care initiatives and services.

Secretary Shinseki has made accountability and transparency a top priority for
VHA and for the entire Department. It is unacceptable that this has happened and
the Secretary has insisted that we take aggressive action to inform, test and support
our patients. We are a results-driven organization that learns from our mistakes.
Everyday we need to push ourselves to better treat, serve and provide for our cli-
ents—veterans.

The Secretary has demanded that we continue to rigorously monitor this situa-
tion. Our next step is to utilize the findings of these investigations to implement
any necessary corrective actions in a firm, but responsible fashion. We must con-
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tinue to provide an environment that encourages all disclosures that impact the care
and safety of our veterans.

I hope our testimony today will provide the necessary background information to
explain what happened at our facilities, describe changes VA has instituted, report
on new national policy, and discuss future actions.

In relation to the inadequate processing of endoscopes, that is, those steps taken
to disinfect at a high level endoscopic equipment and prepare it for further use, VA
has taken local and national actions to better understand how this could happen
and to ensure it does not happen again. We are committed to an open and honest
assessment of our policies and procedures. While we do not ever want to worry pa-
tients unnecessarily, we believe patients have a right to know about important in-
formation that could potentially affect their health. VA’s policy requires disclosure
to patients of any adverse events related to their health care that causes or may
potentially cause harm. VA has notified patients about even those events that may
not be obvious or severe or those that pose only a minimal risk to a patient’s health.
The probability that anyone was harmed as a result of our inadequate reprocessing
at these four facilities is very low.

Because of the quality and patient safety programs VA has built over the past
several years, we discovered the problem, identified the patient population at risk,
proactively notified them, and began robust testing, counseling and treatment. The
reprocessing issues identified at our facilities were identified and announced by VA,
not by an outside group. We have kept Veterans Service Organizations, the media,
and Congress informed about this issue.

The disclosures we are making to veterans are based on the very small potential
for harm. At present, there is no definitive evidence to suggest that the positive
tests we have found so far are the result of inadequate reprocessing of endoscopy
equipment. In this country, many adults who are infected with Human Immuno-
deficiency Virus (HIV), Hepatitis B and C have not been tested and would not be
aware that they are infected. In recent weeks VA has been testing many patients
who have never been tested before. As a result, we would expect some of these pa-
tients would test positive. No matter how low the likelihood that any disease oc-
curred due to suboptimal scope disinfection, VA will care for patients regardless of
the source of infection.

We are aware there were other facilities identified with potential issues, but we
determined that the risk of harm to patients at these facilities was so remote that
it did not justify informing patients.

Background

Endoscopes are small diameter devices that allow a physician to see internal or-
gans through external orifices by utilizing a system of optics. There are many dif-
ferent types of flexible and rigid endoscopes. The endoscopes discussed below are in-
serted either through the nose or mouth to visualize the esophagus, nasal passages,
lung, stomach and upper part of the small intestine, or they are inserted through
the rectum to visualize the colon. Some of these endoscopes used for colonoscopies
have an internal tube that allows the physician to inject a stream of water through
the endoscope to flush away any material that might obstruct adequate visualiza-
tion of the colon.

Flexible endoscopes are complex devices that need to be reprocessed before they
can be used again safely. Reprocessing procedures are defined by the endoscope
manufacturer and generally involve careful cleaning of the entire external and inter-
nal surfaces with an appropriate cleaner, brushing any interior channels, and sub-
jecting the entire scope to high level disinfection or sterilization as recommended in
the manufacturer’s instructions.

Discovering the Problems

On Monday, December 1, 2008, at the Tennessee Valley Health Care System,
Alvin C. York (Murfreesboro) VA Medical Center (VAMC) in Tennessee, VA staff ob-
served during the third endoscopic colonoscopy of the day a discoloration in the tub-
ing that supplies water to flush the colonoscope. They immediately realized that this
presented a potential problem to the patient and investigated further. Over the next
2 days, staff determined they were not using a water irrigation tube with a check
valve designed to prevent contaminated fluid from the patient from flowing back
into the scope and irrigation water tubing. As they investigated further, the staff
discovered the Auxiliary Water Tube (MAJ-855) had been altered with a different
connector that was not a one-way valve. In the process of examining the procedures
for the use and reprocessing of the colonoscope, the Murfreesboro staff discovered
that they were not changing and reprocessing the MAJ-855 in accordance with the
manufacturer’s instructions.
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The Murfreesboro staff reported these problems to the facility Patient Safety staff
on December 4, 2008, and the next day, to VA’s National Center for Patient Safety
(NCPS). NCPS conducted fact finding by evaluating the equipment and procedures
used at Murfreesboro and by closely working with the endoscope manufacturer.

Based on this work, a Patient Safety Alert (AL09-07) was issued to the entire VA
system on December 22, 2008. This alert requested that all facilities determine they
were using the correct valve and also stressed that the manufacturers’ instructions
for all endoscopes were to be exactly followed regardless of the brand. All facilities
were directed to determine if manufacturers’ instructions were followed in the use
or reprocessing of flexible endoscope tubing and accessories and to report any devi-
ations to VA Central Office by January 7, 2009. As a result of this alert, in early
January 2009, 16 additional facilities reported they had in some way not reproc-
essed their endoscope water flushing systems in accordance with the manufacturers’
instructions.

It must be emphasized that failure to follow a manufacturer’s instructions does
not necessarily result in significant additional risk of cross contamination because
the equipment is designed to have redundant safety features. With this in mind,
NCPS contacted the manufacturer, which conducted tests to clarify what additional
clinical risk might accrue from the failure to follow its instructions. As a result of
these clinical and lab based tests, the VHA Clinical Risk Assessment Advisory
Board (CRAAB) determined there was no appreciable additional risk of cross-con-
tamination if the only practice was incorrect reprocessing of the MAJ—855 between
patients. This determination was made on February 6, 2009, following receipt of re-
sults of the manufacturer’s clinical tests. The CRAAB is a multidisciplinary com-
mittee that makes recommendations to the Principal Deputy Under Secretary for
Health (PDUSH) as to clinical risk and whether large scale notifications (disclosure)
should be made to veterans.

The CRAAB concluded there was a very small risk of cross-contamination if the
MAJ-855 was not reprocessed between patients and either (1) the proper check
valve was not attached to the MAJ-855; or (2) the clinician did not prime the MAJ—
855 with water prior to initiating the examination. Following the February 6, 2009,
meeting, the CRAAB, therefore, recommended disclosure only where either of these
two circumstances existed in addition to improper reprocessing of the MAJ-855. Of
the 17 VAMCs reporting noncompliance with manufacturers’ instructions, these cir-
cumstances existed only at Murfreesboro and thus, the CRAAB only recommended
disclosure to patients at this facility.

VA has a formal process to evaluate clinical risks to patients when a risk, and
hence the need for disclosure, is not clear. The CRAAB weighs the nature of the
harm, the probability, severity, magnitude and duration of the harm, and courses
of action, and balances these factors against the potential medical, social, psycho-
logiffgil or economic benefits or burdens to veterans resulting from the disclosure
itself.

On January 26, 2009, the Augusta VAMC informed VA Central Office of a prob-
lem it discovered with reprocessing of their Ear, Nose and Throat (ENT) scopes.
These scopes are different from the colonoscopes used at Murfreesboro. As a result
of a personnel change in January 2008, ENT scopes were not reprocessed in accord-
ance with the manufacturer’s instructions. After reviewing the circumstances, the
PDUSH decided that potentially exposed patients should be informed.

To ensure all Veterans Health Administration (VHA) facilities were reprocessing
endoscopic medical equipment correctly, on January 28, 2009, the Deputy Under
Secretary for Health for Operations and Management issued a memorandum requir-
ing all VA medical centers performing any endoscopic procedures to conduct a re-
view of the set up and reprocessing of these devices. On February 9, 2009, the
Under Secretary for Health instructed all medical centers to conduct a safety Step-
Up Week during March 9 through 13, 2009, to focus facilities on retraining staff on
the proper use of all endoscopy equipment, establishing easily tracked accountability
chains for instrument cleaning, and training all appropriate staff about standard op-
erating procedures.

On February 24, 2009, Mountain Home VAMC reported that ENT endoscopes
were not reprocessed in accordance with manufacturer’s instructions. On February
27, 2009, after reviewing the facts with the facility and a group of experts, the
PDUSH decided that disclosure to patients was required. The facility notified its
local congressional delegation, local Veterans Service Organizations, and veterans at
potential risk.

On March 4, 2009, in preparation for the Step-Up Week, staff at the Miami VA
Medical Center discovered they had erroneously reported in January they were in
compliance with the manufacturer’s instructions. Miami staff found that the water
irrigation tubing was not correctly reprocessed and that it was not consistently
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primed and flushed prior to the start of the patient examination. While either one
of these omissions by themselves would not have resulted in increased risk to pa-
tients, both practices together created a slightly increased potential for cross con-
tamination between patients. The CRAAB recommended disclosure to affected vet-
erans, and the PDUSH agreed.

The official policy of the Veterans Health Administration is that “VHA facilities
and individual VHA providers have an ethical and legal obligation to disclose to pa-
tients adverse events that have been sustained in the course of their care, including
cases where the adverse event may not be obvious or severe, or where the harm may
only be evident in the future.”

As a result of increased scrutiny of the reprocessing of medical equipment within
VHA, 10 VA medical centers, in addition to the 17 originally identified, have found
reprocessing practices that were not in compliance with manufacturer’s instructions.
Each facility where we found a problem, we evaluated the situation to determine
if notification was required.

Local Response

Each of the four medical centers mentioned above took prompt action to notify
possibly affected veterans; to offer testing, counseling and needed treatment; and to
identify and implement necessary procedural changes to ensure the issues would not
develop again. Other changes varied among medical centers and are discussed
below. Specifically, each VAMC:

e Identified veterans who received endoscopic colonoscopies or esophageal studies
during the applicable date range and sent them letters by regular or certified
mail, return receipt requested. The letters informed the veteran they were po-
tentially at risk and offered testing for Hepatitis B, C, and HIV infection. Hepa-
titis B, C and HIV were identified as the significant viral conditions which have
the potential to be transmitted via endoscopic cross-contamination. The letter
provided a toll-free telephone number to call to answer questions or schedule
testing.

o Established and staffed call centers to respond to questions from veterans.

Established systems to track veterans who were notified and tested.

o Established clinics to provide, on a priority basis, testing and treatment as ap-
propriate.

e Instituted changes in staffing and processes as necessary to ensure endoscopic
equipment would be properly reprocessed according to manufacturer’s instruc-
tions.

At the Murfreesboro campus, staff identified 6,805 veterans in initial reports as
having received colonoscopies between April 2003, when VA first began using the
affected equipment, and December 2008, when VA discovered the issue. After con-
ducting an intensive medical record review to ensure all potentially affected vet-
erans were identified, VA added 418 patients to the list for notification. VA com-
pleted certified mailings to the first group by February 13, 2009, while the second
group was notified by certified letters sent May 8, 2009. Murfreesboro VAMC con-
tinues to search for veterans whose letters have been returned. The staff is using
additional databases and general Internet searches. VA is closely monitoring the re-
sults of this outreach, and the records will continue to be updated. My oral state-
ment will include the most current information. As part of its participation in the
national Step-Up Week in March 2009, the Murfreesboro VAMC conducted an inten-
sive review of the procedures for reprocessing of all reusable medical equipment
(RME), ensuring they complied with manufacturers’ reprocessing instructions. It
also conducted a Root Cause Analysis to identify and understand all components of
this issue, validated standard operating procedures (SOPs), confirmed training of all
clinical and support staff, and verified staff competencies.

At the Mountain Home VAMC, staff identified 297 veterans as possibly affected
by improper endoscope reprocessing that was not in strict compliance with the man-
ufacturers’ instructions. All laryngoscopes are now reprocessed by the facility’s Sup-
ply, Processing and Distribution (SPD) program. The facility has updated policies
to require better coordination among departments when RME is purchased and
SOPs are written. All staff members responsible for handling RME are trained and
certified. Training is noted in each competency checklist prior to actual operations.
Supervisors are responsible for maintaining competency checklists and periodically
validating adherence to standards. All facility SOPs are aligned with the manufac-
turers’ written instructions.

At the Augusta VAMC, staff identified 1,069 veterans who received ENT proce-
dures between January and November 2008. VA completed an initial mailing of let-
ters to these veterans by February 10, 2009. Additionally, VA released public service
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announcements with the help of local media to further increase awareness among
veterans and family members. VA staff called veterans who had not contacted the
VAMC in response to the initial mailing. At the end of March 2009, VA sent 137
certified letters to patients who still had not made contact in response to the initial
mailing or who could not be reached by phone. Of those letters, 128 were success-
fully delivered, one was declined, and six were returned. Of the six returned letters,
one was identified as not deliverable because the patient was deceased. As of May
29, 2009, all but five of the 1,069 patients in the risk pool have received mail notifi-
cation, and we are continuing to attempt to locate these five patients.

Augusta VAMC also conducted a Root Cause Analysis and, based on its findings,
took the following steps to improve medical equipment reprocessing. First, reproc-
essing of RME was consolidated into the SPD function. Construction also began on
a new SPD station near the gastrointestinal endoscopy suite. A multidisciplinary
task force ensured the ready availability of manufacturers’ instructions for reproc-
essing and that SOP and staff competency checklists matched those instructions, re-
vising where needed. VA re-trained all staff involved in RME reprocessing and eval-
uated them using competency checklists. Finally, the facility also increased use of
the SPD Observational Assessment Tool from once per year, as nationally required,
to once a month to ensure continued compliance with all requirements.

At Miami VAMC, VA identified a total of 2,609 veterans through medical record
searches and reviews as having been possibly at risk for cross contamination. VA
began mailing notifications to all affected veterans March 23, 2009. After checking
other databases for address updates or changes, the facility sent a second certified
mailing to veterans whose first letters were returned as undeliverable. Miami has
a particularly mobile population, so the facility undertook additional efforts to locate
veterans who could not be notified by mail. These measures included searches for
alternate addresses on other VA databases and commercial Web sites and multiple
visits to homeless shelters in the Miami area. The facility continues to attempt to
locate and notify remaining potentially affected veterans.

Miami also reorganized its SPD program and realigned executive leadership and
line managers to make them accountable for reprocessing activities. The facility
added a Clinical Nurse Specialist to enhance clinical knowledge in the line manage-
ment function. They also reviewed and revised competency definitions for all em-
ployees assigned to the gastrointestinal clinic or to SPD to address proper equip-
ment handling, maintenance, use, and cleaning. VA conducted extensive training for
gastrointestinal technicians and nurses in proper equipment set-up and pre-cleaning
practices. Some of this training was done by manufacturers’ representatives, while
some was done by sending staff to other VA medical centers. Facility leadership
verified the competencies of all SPD staff responsible for endoscope cleaning by
April 7, 2009. Beyond this, the facility established a continuing education plan, in-
cluding professional certification activities. By enhancing quality management com-
mittees and establishing a VISN-level team responsible for conducting unannounced
inspections, VA continues to exercise effective oversight of facilities and to preserve
patient safety.

VA’s National Response

VA has taken a number of steps nationally to identify and correct shortfalls with
the proper set up, use, reprocessing, and maintenance of reusable endoscopy equip-
ment at all other VA medical facilities.

The Safety Step-Up Week and the series of communications to the field (including
memos, the patient safety alert, and reminders on national calls and at national
meetings) alerted all facilities about potential problems with endoscope processing
and training. Facilities have been given an opportunity during national calls to in-
form other facility leaders about what they have learned concerning the discovery
of problems, patient disclosures, or best practices.

VHA developed, published and implemented a national directive (Veterans Health
Administration Directive 2009-004, dated February 9, 2009, “Use and Reprocessing
of Reusable Medical Equipment (RME) in Veterans Health Administration Facili-
ties”). Cornerstones of the directive are:

e Assigning responsibilities, especially at the front line level with Network and
Facility Directors, but also with key staff within each medical facility;

e Requiring oversight programs be established, including unannounced site audits
and quality assurance processes;

e Requiring through policy that manufacturers’ instructions for the use, reproc-
essing, and maintenance of RME must be obtained and followed. These instruc-
tions must be used to develop local standard operating procedures and have
them available for use by staff; and
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e Requiring staff training and assessing staff competency to ensure manufactur-
ers’ instructions are being followed correctly.

VA’s national SPD program has developed several training courses to increase the
professionalism and education of field SPD employees. For example, VHA has devel-
oped a 5-day course, which includes a national SPD Certification Test, for new SPD
staff, particularly front-line technicians. SPD Chiefs, Assistants and Supervisors can
take a 3-day seminar, and managers who supervise Chiefs of SPD can take a dif-
ferent 3-day class. A new 3-day class is available for new SPD Chiefs and Assistant
Chiefs. The VHA National Infectious Diseases Program and Employee Education
System have produced one educational video for reprocessing endoscopes, distrib-
uted it to medical facilities and is completing the production of another video.

Oversight of SPD is accomplished by both internal and external mechanisms.
First, a national SPD Self-Evaluation involves each facility analyzing its SPD-re-
lated activities twice a year. A facility’s performance is judged in part on the results
of this evaluation. Second, the National SPD Quality Management Observational
Assessment Tool (SPD Tool) was conducted in fiscal years (FY) 2007 and 2008 and
is being repeated this fiscal year. VA distributed the SPD Tool to VISNs and facili-
ties in May for completion. The SPD Tool requires a four-person team at each med-
ical facility to directly observe staff members reprocessing cytoscopes, colonoscopes,
bronchoscopes, and upper GI endoscopes. Low outliers identified by this SPD Tool
are scheduled for special site visits. One of the recommendations of the FY 2008
SPD Tool was to establish and fill Assistant Chief of SPD positions at all Com-
plexity Level 1 facilities.? All Complexity Level 1 and 2 facilities have been directed
to establish these positions, and facilities are working to establish and fill them.
These positions will assist with the oversight of reprocessing activities that occur
both inside and outside of SPD. Finally, the National SPD Site Review Program also
sends a site review team each year to one-third of VHA facilities. Areas reviewed
by the site review team include the SPD department and areas outside SPD where
medical equipment reprocessing occurs.

Future Actions

VA has several initiatives underway to improve SPD and ensure it becomes a
high reliability production environment. We are working to make SPD compliant
with International Organization for Standardization (ISO) 9001, which is widely
considered to be the standard for quality management systems. In addition, a
workgroup continues to investigate ways to standardize the brands and models of
endoscopes used in a particular facility, which will simplify reprocessing protocols
and training needs. The workgroup is also evaluating leasing options that will pro-
vide repair, maintenance and training services. VA has issued a request for informa-
tion (RFI) for a software solution for SOP management that can also be used for
competency verification and document control. VA expects such software will facili-
tate automatically transmitting any changes to the manufacturers’ instructions to
users and verifying receipt of these changes. We are also developing a new directive
that will align SPD at each medical center under the facility Chief of Staff. Stand-
ardizing organizational alignment will simplify communication lines from VA Cen-
tral Office to the field and vice versa. It will also enhance clear lines of authority
and responsibility for the SPD function.

To better understand any possible connection between newly discovered chronic
blood borne infections and reports of possible improper reprocessing of endoscopy
equipment, VA has assembled a team of subject matter experts to conduct a detailed
epidemiologic investigation, starting with an extensive review of electronic medical
records. The review encompasses all recent and prior testing for HIV, Hepatitis B,
and Hepatitis C, as well as other relevant laboratory test results (e.g. liver function
tests); medical histories and risk factors for each of the three viral infections; and
details of the actual procedures. The team will also review the sequence of patients
receiving endoscopic exams, to assess whether a veteran previously diagnosed with
one of the three viruses preceded a newly-diagnosed veteran on a daily examination
schedule. It is very important to note that, even when completed, this study will
not be able to demonstrate causality. However, it will be able to answer the fol-
lowing questions:

e Have all positive test results for HIV, Hepatitis B and C been confirmed? Are
there any false positives?

1There are five levels of complexity: 1la, 1b, 1c, 2 and 3, in descending order of complexity.
VA determines facility complexity based upon a formula that considers the patient population,
the patient risk, the level of intensive care unit and complex clinical programs, as well as edu-
cation and research indices.
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e Is there evidence that any veteran with a positive post-endoscope test was in-
fected prior to their endoscopic procedure, but never diagnosed?

e Can we identify whether a patient who was previously diagnosed with HIV or
Hepatitis had an endoscope procedure the same day as a veteran who is now
newly diagnosed with these viruses?

It is expected that the first phase of this investigation will take several weeks,
to permit review of relevant charts and completion of any additional blood work. We
will share the results with the Committee when it is available. Additional analyses
will need to be performed after the remaining patients exposed have been tested.

Very limited information exists in the medical literature that could elaborate or
quantify the known risks associated with reprocessing of endoscopy equipment. One
long-term review (1970 through 2003) examined health care associated infections re-
lated to gastrointestinal endoscopy and found 281 transmitted infections.2 Major
reasons for endoscope-related infections from this study were inadequate cleaning,
improper selection of a disinfecting agent, failure to follow recommended cleaning
and disinfection procedures, and flaws in endoscope design or automated endoscope
reprocessors. Failure to follow established reprocessing guidelines has continued to
result in infections associated with gastrointestinal endoscopes.3

Flexible endoscopes are particularly difficult to disinfect and easy to damage be-
cause of their intricate design and delicate materials. Meticulous cleaning must pre-
cede any sterilization or high level disinfections of these instruments. Failure to per-
form thorough cleaning can result in sterilization or disinfection failure, and out-
breaks of infection can occur.* Because of the large variety of types and models of
endoscopic equipment, a single, standard process for reprocessing all reusable endo-
scope equipment does not exist. This equipment is also constantly being updated,
improved, and changed. Our responsibility for effective maintenance and disinfec-
tion is further complicated by the growing plethora of equipment, as each type of
equipment or each piece and component requires unique reprocessing techniques.
The leasing option described above is one approach to improving SPD and should
help address this concern.

A recent article summarized the information available in the scientific literature
about endoscopy-related exogenous infections (an infection having a cause from out-
side the body) or pseudo-infections (where patients may have a positive test result
but do not develop clinical symptoms). The article identified 140 outbreaks during
the period 1974 through 2004, roughly half of which occurred in the United States
and half elsewhere.> Overall, the risk of infection due to inadequate endoscope re-
processing is reported as very low.6

Conclusion

In conclusion, I would like to say that I know we have not answered all your ques-
tions, but we have come here today to be open, honest and to report on an issue
of grave importance to us. Although the risk of cross contamination and exposure
to infections is exceptionally low, we are notifying all potentially affected veterans
and treating those testing positive regardless of cause.

When we identified a problem related to the reprocessing of endoscopy equipment,
we took aggressive actions and voluntarily disclosed the information. From the
start, our intention has been to do what is best for the veterans. We know that we
have made a mistake and necessary corrective actions will be taken.

VHA is committed to being a veteran-centric organization that continues to im-
prove the services we provide the men and woman who have sacrificed for our coun-
try. Our sole purpose is to make sure that we put veterans and their care first.

We are proud of the fact that VA health care is widely regarded as among the
best in the country, but we know that we are not perfect and have many things we
can improve.

By the end of fiscal year 2008, more than 7.8 million veterans were enrolled for
care and almost 5.6 million of them were receiving care. VA provided more than 67
million outpatient visits last fiscal year alone. Our aim is to ensure every encounter
is a positive and safe one for our patients. It is our duty and honor to serve Amer-
ica’s veterans and provide them the highest quality health care.

2Seoane-Vazquez E. et al. (2007). Endoscopy-related infections and toxic reactions: an inter-
national comparison. Endoscopy 39(8): 742-78.

3See ibid.

4See Seoane-Vazquez E., Rodriguez-Monguio R. (2008). Endoscopy-related infection: relic of
the past? Curr Opin Infect Dis; 21(4): 362—6.

5See ibid.

6See nn 2, 4, ibid; also Schembre D.B. (2000) Infectious Complications Associated with Gas-
trointestinal Endoscopy. Gastrointestinal Endoscopy Clinics of North America; 10(2): 215-231.
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Thank you again for the opportunity to testify. My colleagues and I are prepared
to answer your questions.

————

Statement of Hon. Cliff Stearns,
a Representative in Congress from the State of Florida

Thank you, Mr. Chairman.

Thank you for holding this very important hearing. Our Nation’s veterans come
to the VA for some of the best care in the country, so it was very alarming for me
as a Senior Member of this Committee to learn that VA medical facilities have not
been complying with multiple directives to ensure the endoscopic equipment they
use is properly reprocessed and sterilized, and that as a result, many of our vet-
erans have been put at serious risk. Like the thousands of veterans who could have
been harmed by this negligence, I too have many questions and I hope today’s hear-
ing affords us the chance to have a frank and honest discussion about what hap-
pened and what the VA is going to do to ensure this never happens again.

Placing our veterans at risk to be inadvertently exposed to blood born pathogens
such as Hepatitis and HIV via improper use of endoscopy equipment is completely
unacceptable. The numbers reported from the medical centers at fault in Miami, Au-
gusta, and Murfreesboro are truly disturbing: over 10,000 patients have been put
at risk at these 3 facilities with 53 reported cases thus far. Thirteen veterans have
been diagnosed with Hepatitis B, 34 with Hepatitis C, and 6 with HIV. And while
we will never really know if these veterans contracted these diseases because of the
improper use of the equipment and lack of proper sterilization, or if these diseases
were present in the body prior to the procedures, it is pertinent that the VA provide
comprehensive care for all of these patients regardless of the source of the infection.

We must put ourselves in the shoes of these veterans and imagine what it would
be like to have received a letter from the VA notifying you that you could have been
inadvertently exposed to diseases such as Hepatitis and HIV while undergoing a
procedure that is designed to ensure you are healthy. No veteran should ever have
to receive such a letter, and no veteran should ever have to worry about the quality
of care they receive at a VA medical facility.

Clearly, there is a systemic problem at the VA, or we wouldn’t be here today. The
VA needs standardized reprocessing procedures for all of its medical centers and
these procedures should not be open to the interpretation of the medical staff. Addi-
tionally, the management and communication at all VA medical centers needs to be
improved.

I, therefore, look forward to hearing from our two panels today, and I hope that
we can leave this hearing feeling confident in the VA’s plan to ensure all of its med-
ical centers are complying with proper procedures from here on out and the VA as
a whole fosters a culture that encourages honesty and an environment that ensures
the safety of our veterans.
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MATERIAL SUBMITTED FOR THE RECORD

Committee on Veterans’ Affairs
Washington, DC.
March 25, 2009

The Honorable George Opfer
Inspector General

Department of Veterans Affairs
Washington, D.C. 20420

Dear Mr. Opfer:

On February 4, 2009, the Department of Veterans Affairs released a Memo-
randum to all facility directors to conduct an “Endoscopy Step-Up Week,” March 8-
14, 2009.

I am concerned that Miami VAMC has not adequately supervised the training at
their facilities. Therefore, I request a detailed review into the Miami VA Medical
Center on their “Step-Up” training and reprocessing procedures on endoscopic equip-
ment used in diagnosing and treating veterans.

I am also concerned there may be a systemic problem throughout VA Medical
Centers in meeting the “Step-Up” training requirements as directed in the February
4, 2009 memorandum. I strongly request a VA wide review of all endoscopic proce-
dures.

Please contact either Art Wu or Dolores Dunn at 202-225-3527 if you have any
questions in this regard.

Steve Buyer
Ranking Republican Member

U.S. Department of Veterans Affairs
Washington, DC.
July 23, 2009

The Honorable Harry E. Mitchell

Chairman, Subcommittee on Oversight and Investigations
Committee on Veterans’ Affairs

United States House of Representatives

Washington, DC 20515

Dear Mr. Chairman:

This is in response to a question at the Subcommittee’s June 16, 2009, hearing
on endoscopy procedures at the U.S. Department of Veterans Affairs on whether
water pumps used in colonoscopes could be used with other types of endoscopes.

After consulting with a leading manufacturer of colonoscopes and endoscopes, it
became clear that water pumps are approved by the Food and Drug Administration
for specific use with specific endoscopy equipment. In general therefore, water
pumps are not interchangeable between different models of scopes. There may, how-
ever, be specific cases where the same model water pump is approved for use with
a variety of endoscopes.

This information has also been provided to Congressman David P. Roe, Ranking
Republican Member, Subcommittee on Oversight and Investigations.

Sincerely,

GEORGE J. OPFER
Inspector General
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Committee on Veterans’ Affairs

Subcommittee on Oversight and Investigations
Washington, DC

June 24, 2009

Honorable Eric K. Shinseki
Secretary

U.S. Department of Veterans Affairs
810 Vermont Avenue, NW
Washington, DC 20420

Dear Secretary Shinseki:

Thank you for the testimony of William E. Duncan, M.D., Ph.D., MACP, Associate
Deputy Under Secretary for Health for Quality and Safety, Veterans Health Admin-
istration, U.S. Department of Veterans Affairs, accompanied by: James P. Bagian,
M.D., PE, Chief Patient Safety Officer, National Center for Patient Safety, Veterans
Health Administration, U.S. Department of Veterans Affairs, Nevin Weaver,
FACHE, Director, VA Sunshine Healthcare Network, VISN 8, Veterans Health Ad-
ministration, Lawrence A. Biro, Director, VA Southeast Network, VISN 7, Veterans
Health Administration, Joseph Pellechia, M.D., FACP, Interim Network Chief Med-
ical Officer and Chief of Staff, Huntington VA Medical Center, Veterans Health Ad-
ministration, John R. Vara, M.D., Chief of Staff, Miami VA Healthcare System, Vet-
erans Health Administration, Juan A. Morales, RN, MSN, Director of the Tennessee
Valley Healthcare System, Veterans Health Administration, Rebecca J. Wiley, Di-
rector of the Charlie Norwood VA Medical Center, Veterans Health Administration,
and Mary Berrocal, MBA, Director of the Miami VA Healthcare System, Veterans
Health Administration, U.S. Department of Veterans Affairs at the U.S. House of
Representatives Committee on Veterans’ Affairs Subcommittee on Oversight and In-
vestigations hearing that took place on June 16, 2009 on “Endoscopy Procedures at
the U.S. Department of Veterans Affairs: What Happened, What Has Changed?”

Please provide answers to the following questions by Wednesday, August 5, 2009,
to Todd Chambers, Legislative Assistant to the Subcommittee on Oversight and In-
vestigations.

1. What is VA doing to assist those veterans who have been tested and found
positive for various infections as a result of the incidents in Murfreesboro, Ten-
nessee, Miami, Florida and Augusta, Georgia?

a. Please explain the nature and type of support, and care the VA will provide
113—}1110\;‘3 veterans that have tested positive for Hepatitis B, Hepatitis C, and

2. What number of veterans that have tested positive for Hepatitis B, Hepatitis
C, and HIV have filed Form 95s?
a. What actions has VA taken to inform the veterans who have tested positive
as to their rights in bringing legal action against VA?

3. In the VA OIG’s testimony, the OIG discussed the unannounced inspection of
colonoscopy and ENT reprocessing sites within VA medical facilities testing
compliance with the VHA directive, VHA Directive 2009-004. The OIG esti-
mated that only about one out of two colonscope reprocessing units were in
compliance with the requirement to ensure demonstrated competency and en-
doscope reprocessing by employees at these sites, and that 43 of the reprocess-
ing sites had both demonstrated competencies. What actions are in place to en-
sure compliance increases throughout VHA?

a. What actions has VA taken to ensure compliance with the relevant direc-
tives regarding endoscope reprocessing?

b. When will VA review the VHA organizational structure and make the nec-
essary changes to implement quality controls and ensure compliance with
directives?

c. When will the changes be executed and how will VA ensure that the changes
are executed at every VHA facility?

4. The AIB chartered to review the issues in Miami found serious problems with:
inventory control, oversight, supervision, training, communication, and com-
petence assessment related to endoscopy equipment. Which one of these seri-
ous problems listed is the greatest concern to the VA and why?

a. What actions have you taken to improve each of the AIB concerns?

5. How can the Patient Safety Alert system at every VISN and Medical Center
be improved and what actions have been taken to further this end?
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6. Please provide the Committee the results of the 2007 and 2008 self-assessment
survey, a list of all names of all VHA senior managers who were briefed on
the results, and what remedial actions were recommended, as well as a time-
line for implementation of these remedial actions to be completed.

7. What metrics does the VA plan to utilize in order to measure the effectiveness
of compliance with the International Organization for Standardization (ISO
9001), and when does VA plan to implement ISO 9001?

8. Please provide a report back to the Committee on what endoscopes are cur-
rently being utilized at the various VA facilities, how many of these endoscopes
can be equipped with disposable tubing, and if there would be any benefits in
eitgler cost savings or patient safety in moving toward the use of disposable
tubing.

9. Please detail the methodology VA is implementing to assure continued training
and competencies of staff responsible for cleaning and sterilizing all medical
equipment, including scopes and endoscopes.

10. What coordination has been done between VA and the Department of Health
and Human Services to share information regarding patient safety alerts on
this issue, as well as other issues that have arisen in the treatment of vet-
erans at the VA?

Thank you again for taking the time to answer these questions. The Committee
looks forward to receiving your answers. If you have any questions concerning these
questions, please contact Subcommittee on Oversight and Investigations Majority
Staff Director, Martin Herbert, at (202) 225-3569 or the Subcommittee Minority
Staff Director, Arthur Wu, at (202) 225-3527.

Sincerely,
HARRY E. MITCHELL DAVID P. ROE
Chairman Ranking Republican Member
MH/te

Questions for the Record
The Honorable Harry E. Mitchell, Chairman
The Honorable David P. Roe, Ranking Republican Member
Subcommittee on Oversight and Investigations
House Committee on Veterans’ Affairs
June 16, 2009

Endoscopy Procedures at the VA: What Happened, What Has Changed?

Question 1: What is VA doing to assist those Veterans who have been tested and
found positive for various infections as a result of the incidents in Murfreesboro,
Tennessee, Miami, Florida and Augusta, Georgia? Please explain the nature and
type of support and care the VA will provide those Veterans that have tested posi-
tive for Hepatitis B, Hepatitis C, and HIV.

Response: While reviews indicate that the risk of transmission of Hepatitis B
and Hepatitis C virus as a result of endoscopy procedures is extremely small, and
that transmission of human immunodeficiency virus (HIV) through endoscopy has
never been reported, the Department of Veterans Affairs (VA) is providing appro-
priate counsel and individualized care for those veterans that have tested positive
no matter what the source of their infections may be. Their care is individualized
to meet their needs with referrals to the appropriate clinic for treatment and ongo-
ing care, including any other support they may need as a result of their new diag-
nosis. This includes referrals to sub-specialists such as hepatologists and infectious
disease specialists for appropriate care within VA guidelines for the individual ill-
ness. Providers caring for these veterans have clinical expertise and experience to
prescribe and monitor treatment regimens. Additionally, these veterans are also
being offered the following:

1. Mental health counseling and support service;

2. Individual and personalized counseling with a special care coordinator (or the
veteran’s primary care provider at the veteran’s request);

3. Consultations with specialists in infectious diseases and hepatology;

4. Family education and support;
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. Chaplain services;

. Social work services;

. Referrals to internal and external support groups;

. Ongoing monitoring of clinical condition with appropriate diagnostics; and

An lilndividualized treatment plan to meet the veteran’s conditions, needs, and
wishes

©woaowm

Question 2(a): What number of veterans that have tested positive for Hepatitis
B, Hepatitis C, and HIV have filed Form 95s?

Response: As of July 27, 2009, 13 veterans who have tested positive for Hepatitis
B, Hepatitis C, or HIV have filed Form 95s (administrative tort claims under the
Federal Tort Claims Act).

Question 2(b): What actions has VA taken to inform the veterans who have test-
ed positive as to their rights and bringing legal action against VA?

Response: Augusta VA Medical Center (VAMC) has followed the procedure out-
lined in Veterans Health Administration (VHA) Directive 2008-002, Disclosure of
Adverse Events to Patients, which includes giving the patient information about eli-
gibility for both 38 USC 1151 claims for VA compensation and tort claims. Each pa-
tient who tested positive for various infections as a result of the look-back received
a face-to-face meeting with either the chief of staff or the medical center epidemiolo-
gist. In these meetings, VA staff discussed the patient’s test results, developed treat-
ment planning relative to the patient’s new diagnosis, and informed the patient of
their rights regarding the tort claim process or application for VA compensation
benefits under 38 USC 1151.

Miami followed the procedure outlined in VHA Directive 2008-002, Disclosure of
Adverse Events to Patients, which includes providing information to patients about
eligibility for both 38 USC 1151 claims for VA compensation and tort claims. VA
presented this information in multiple formats to reach the affected patient popu-
lation to the greatest extent possible. Specifically, the facility used certified mail-
ings, education sessions, handouts, home visits, and provider-patient conferences.
All patients who reported to the special care clinic at the Miami VA Healthcare Sys-
tem were provided with the General Counsel brochure entitled Adverse Event Fre-
quently Asked Questions (FAQ), which describes patients’ legal rights. The brochure
also accompanied the second notification letters, which were mailed by certified de-
livery receipt. Patients were provided on-site education sessions that included dis-
cussion of patients’ rights. Homeless veterans program social workers and home
care nursing staff made visits to the last known addresses of the homeless veterans
prior to the June 13, 2009, outreach fair. The brochure was provided during those
home visits as well.

At Tennessee Valley, veterans testing positive were initially brought into the med-
ical center for an appointment and were made aware of their test results. VA staff
also discussed future plans for their care. Each veteran was personally contacted
and informed of their options to either have a meeting for the purpose of disclosure,
or, if they preferred, to receive information by mail to review. Either way, veterans
received information on how to apply for both VA compensation under 38 USC 1151
and the process for filing a tort claim. They were also provided a copy of VA’s Ad-
verse Event FAQ.

Question 3(a): In the VA OIG’s testimony, the OIG discussed the unannounced
inspection of colonoscopy and ENT reprocessing sites within VA medical facilities
testing compliance with the VHA directive, VHA Directive 2009-004. The OIG esti-
mated that only about one out of two colonoscope reprocessing units were in compli-
ance with the requirement to ensure demonstrated competency and endoscope re-
processing by employees at these sites, and that 43 of the reprocessing sites had
both demonstrated competencies. What actions are in place to ensure compliance in-
creases throughout VHA? What actions has VA taken to ensure compliance with the
relevant directives regarding endoscope reprocessing?

Response: Each veterans integrated service network (VISN) has certified a VISN
team has conducted an unannounced site visit to every facility where endoscopic
procedures are conducted in its VISN by July 17, 2009. This comprehensive review
found that VHA facilities have made significant progress in providing a uniform
process for pre-cleaning, cleaning and reprocessing of reusable medical equipment.
Facilities submitted action plans for any areas that needed to be addressed and in-
cluded target dates for completion. VA central office (VACO) staff with subject mat-
ter expertise in supply, processing and distribution (SPD) and reprocessing of reus-
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able medical equipment, are carefully reviewing the findings and action plans from
these VISN site team reviews to ensure the plans are reflective of the findings.

Assisted by personnel from VA’s National Center for Patient Safety and the Infec-
tious Disease Program Office, the Office of the Medical Inspector has made a num-
ber of visits to medical centers to assist in their continued efforts to improve compli-
ance with equipment specific re-processing standard operating procedures (SOP)
and equipment specific competencies. The focus of these visits is to provide addi-
tional “fresh eyes” to review the medical center’s actions to ensure adherence to
VHA directives.

Question 3(b): When will VA review the VHA organizational structure and make
the necessary changes to implement quality controls and ensure compliance with di-
rectives?

Response: VA is currently reviewing the organizational structure for reprocess-
ing reusable medical equipment (RME). VHA issued Directive 2009-031 on June 26,
2009, Improving Safety in the Use of Reusable Medical Equipment through Stand-
ardization of Organization Structure and Reprocessing Requirements, which drives
several significant organizational changes. Each facility’s nurse executive is now re-
sponsible for the day-to-day supervision of local supply processing and distribution
(SPD—the area responsible for reprocessing medical equipment) operations and en-
sures the facility chief of SPD carries out their responsibilities as indicated within
this directive. By September 1, 2009, each VISN director must appoint a VISN SPD
management board, which will be responsible for SPD oversight at the VISN level
and the reprocessing of RME occurring within the VISN.

Question 3(c): When will the changes be executed and how will VA ensure that
the changes are executed at every VHA facility?

Response: VHA Directive 2009-031 sets forth changes that are to be in place by
September 1, 2009. The Deputy Under Secretary for Health Operations and Man-
agement’s (DUSHOM) office was tasked with deploying and implementing this di-
rective at all VISNs and facilities. A VISN-level SPD management board is tasked
with oversight to ensure that changes are executed at every facility within the
VISN. The nurse executive has been designated as the person responsible for the
local day-to-day operations at each facility and has a duty to ensure that changes
are in place.

An action plan has been developed in response to the Office of Inspector General’s
report, and is being reviewed by VHA senior leadership. The plan is centered on
four core components: (1) implementing principled processes; (2) verifying compli-
ance; (3) organizational design; and (4) reducing variability. The DUSHOM will
work with the appropriate program offices to operationalize the plan and to ensure
compliance in the field. The action plan as written consists of short-term (3-6
months), intermediate (6—12 months), and long-term (up to 24 months) components,
that in all cases have specific programmatic and milestone accountability assigned.

Question 4(a): The AIB chartered to review the issues in Miami found serious
problems with: inventory control, oversight, supervision, training, communication,
and competence assessment related to endoscopy equipment. Which one of these se-
rious problems listed is the greatest concern to the VA and why?

Response: VA plans to transform SPD patterned on an industrial model that in-
corporates processes found in International Standards Organization 9001 (ISO-
9001) standards. VHA projects full implementation by July 1, 2011. The trans-
formed SPD program will include the following:

e Demonstration of adherence to standards for management of SOPs, including
rigid document control and review;

e Demonstration, documentation, and tracking of training and competencies
through scheduled and unscheduled review; and

e Implementation of rigorous quality assurance and quality control programs to
ensure high-reliability in all SPD processes.

Uniform organizational alignment of SPD across VHA is crucial to ensuring the
effective oversight of all reprocessing activities within medical facilities. A system-
atic approach involving representatives from infection control, patient safety, quality
management, appropriate clinical service lines (e.g., gastroenterology and otolaryn-
gology), and procurement/logistics personnel working collaboratively with the chief,
SPD will ensure all personnel involved with reprocessing of RME have the nec-
essary initial training, competency certification, and annual refresher training, and
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competency assessment to ensure the provision of safe patient care within VHA. The

Acting Under Secretary for Health directed the uniform organizational alignment of

SPD within VHA facilities. This organizational alignment defines responsibilities

and expectations of leadership and implements a uniform reporting structure for

EPD to assist in the implementation of quality controls and ensure compliance with
irectives.

Question 4(b): What actions have you taken to improve each of the AIB con-
cerns?

Response: For the Miami VAMC, the following areas have been identified and
addressed by the facility:

Inventory Control: To ensure equipment inventory listing (EIL) accuracy, the di-
rector has detailed an administrative officer to execute the plan to correct the con-
tent of all EILs. The biomedical engineering (BME), acquisitions & materiel man-
agement (A&MM), and engineering services share access and control the automated
engineering management system/medical equipment reporting (AEMS/MERS) file to
ensure maintenance and repair activity, location of equipment removed for repair,
as well as equipment excess and new acquisitions are properly recorded in real time.
Vendor access to key procedure areas, particularly operating rooms (OR), is subject
to restriction per policy. Prior to newly acquired equipment being released to a serv-
ice, A& MM and BME collaborate to ensure device-specific SOPs exist in the using
service and in SPD, as necessary.

Oversight: Appointment of a program management official that reports to the fa-
cility director. This individual has oversight responsibilities for program areas in-
cluding A&MM and BME services and cochairs the reusable medical equipment
committee. Gastrointestinal (GI) technicians were moved organizationally from med-
ical service to nursing service. An additional full-time employee equivalent (FTEE)
clinical nurse specialist position was approved and is in the recruitment process.
This position’s sole purpose will be to provide oversight, training, and competence
assessments for GI staff. Currently, the OR nurse educator fulfills this function.
Quality assurance program with monitors, unannounced audits, and Joint Commis-
sion-type tracers are being instituted to facilitate outcome measurements.

Supervision: The structure in place reflects lead technicians in reprocessing areas.
The first line reprocessing area supervisor reports to the assistant chief, SPD. This
position, in turn, reports to the chief, SPD. The chief, SPD, provides overall super-
vision to the reprocessing areas.

Training: Providers, nursing staff, GI technicians, SPD technicians and super-
visors have completed training provided by the endoscope manufacturer (Olympus),
VACO SPD program office, and by VA SPD staff from Bay Pines, Florida. Four GI
staff (nurses and technicians) spent on-site time training at the Richmond VAMC.
All SPD technicians have completed the Level 1 40-hour training curriculum out of
the SPD VACO program office. Three-fourths of the SPD technicians have taken the
optional Level 2 exam, which completes the certification process. The remainder of
SPD staff is in training to prepare for the certification exam. The chief, A&MM at
Miami completed training at the logistics conference in June 2009. An extensive
training module was established on all RME and is being mobilized throughout the
organization to all employees. The Miami VA Healthcare System is developing a
partnership with the Homestead Air Force Base to take SPD technicians on a tour
and demonstration of the need for accuracy in the aviation industry, to concep-
tualize and link this model to the endoscopy reprocessing for patient safety.

Communication: The communication process for patient safety alerts (PSA) was
revised by the executive team in conjunction with the patient safety officer (PSO).
The PSO is the official point of contact to disseminate all VISN action items/PSAs
and is responsible for the overall coordination of responses to the alerts. Alerts re-
quire written, certified responses to the PSO that are aggregated and reviewed by
the oversight executive prior to submission. Employee responsibility and response
to PSAs are included in the training curriculum for the REM process.

Competence Assessment: Competency affects the quality of direct patient care. The
competence assessment process was revised to include return demonstrations on all
equipment usage. Competence assessment reflects manufacturer instructions. Com-
petency of those identified to assess competency of others is verified. Written SOPs
on the setup, use, maintenance, pre-cleaning/cleaning and/or reprocessing developed
and disseminated to all using employees are used as the basis for checklists (checks
and balances), training, and competency.

Question 5: How can the Patient Safety Alert system at every VISN and Medical
Center be improved and what actions have been taken to further this end?
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Response: PSAs are issued by the DUSHOM through VHA’s hazard alert elec-
tronic mail group. This mail group has approximately 1,500 field-based members,
including top management at each VISN and VHA medical facility. In addition, all
patient safety officers and patient safety managers in VHA receive the alert. This
distribution approach was adopted after evaluation of the obstacles to dissemination
for PSAs in the past to provide a more robust, redundant, and reliable method for
dissemination. PSAs transmit specific actions that must be implemented, identify
the individual responsible for the action implementation (by title), and establish a
due date by which the action must be completed. To provide further insight and ac-
countability tools to management at all levels, the final action in each PSA requires
the facility patient safety manager, on behalf of the facility director, to document
on VHA’s alert and recalls intranet Web site that the actions in the alert were im-
plemented. This last step provides VHA the opportunity to periodically review facil-
ity compliance with alert action implementation. These processes were instituted,
some fairly recently, as a result of a continual assessment of the PSA system. We
will continue to evaluate and make changes as necessary to enable the PSAs to best
achieve their desired objectives.

Question 6: Please provide the Committee the results of the 2007 and 2008 self-
assessment survey, a list of all names of all VHA senior managers who were briefed
on the results, and what remedial actions were recommended, as well as a timeline
for implementation of these remedial actions to be completed.

Response: The Committee was provided this information immediately after the
hearing as a followup deliverable. An additional copy is included with these replies
and labeled Attachment 1.

Question 7: What metrics does the VA plan to utilize in order to measure the
effectiveness of compliance with the International Organization for Standardization
(ISO 9001), and when does VA plan to implement ISO 9001?

Response: ISO 9001 is based on standardization of processes. VHA plans to im-
plement ISO 9001 guidelines throughout VHA facilities by July 1, 2011. Metrics
used to measure effectiveness of compliance include:

e Regular review of SOPs at each facility for uniformity throughout VHA facili-
ties.

e Regular review of staff competency to perform assigned tasks through the use
of standardized competency checklists which are uniform throughout VHA fa-
cilities.

Question 8: Please provide a report back to the Committee on what endoscopes
are currently being utilized at the various VA facilities, how many of these
endoscopes can be equipped with disposable tubing, and if there would be any bene-
fits in either cost savings or patient safety in moving toward the use of disposable
tubing.

Response: An integrated procurement team (IPT) that includes clinicians has
been chartered by logistics [a combination of purchasing, supply chain management
and in some cases contracting] to look at various aspects of flexible endoscopes, in-
cluding lease vs. purchase options. A survey is being formulated to address the
number and type of endoscopes in use in the field. Survey distribution to the field
is anticipated to occur in August 2009. It is anticipated that the survey information
will be returned by August 31, 2009. An analysis will be completed by September
30, 2009, with a report identifying the manufacturer, the type and number of
endoscopes presently being used in VA. VA is committed to standardization of endo-
scope purchases at the facility level in support of effective training and process man-
agement; however, there will be flexibility related to specialty procedures and the
preference of the clinician. At this time, the information gathered supports that
most endoscopes should be able to use disposable tubing.

When reviewing the cost benefit analysis of disposable tubing vs. reusable tubing
and patient safety, it is cost effective to provide each patient with a known sterile
item. The costs associated with reprocessing reusable tubing involve labor costs, fa-
cility utility costs, and the cost of cleaning supplies (detergents, brushes, enzymatic
cleaners) which will usually exceed the cost of the disposable item.

Question 9: Please detail the methodology VA is implementing to assure contin-
ued training and competencies of staff responsible for cleaning and sterilizing all
medical equipment, including scopes and endoscopes.
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Response: VHA Directive 2009-031, issued June 26, 2009, established com-
petency requirements for all staff responsible for reprocessing reusable medical
equipment, as well as identified responsible persons for oversight of these com-
petencies.

The National Infectious Diseases (ID) Program Office provides a variety of annual
education and training opportunities to staff at all SPD levels. Six cluster trainings
are offered annually in various locations throughout the country, specific to staff re-
sponsible for reprocessing medical equipment. This training covers such topics as
basic anatomy and physiology, medical terminology, basic microbiology and concepts
of disease transmission, and SPD specific topics of disinfection, decontamination,
sterilization, preparation, distribution, monitoring, and inventory management. Ad-
ditionally, the SPD learning institute was established recently to host hands-on
training for employees both within and outside of SPD who are responsible for re-
processing reusable medical equipment or other devices. In the coming fiscal year,
the program office also looks forward to directing presentations specifically for staff
that reprocess reusable medical equipment outside of SPD.

Aside from these opportunities for staff directly involved in reprocessing reusable
medical equipment, the ID Office also directs professional conferences for SPD
chiefs, assistant chiefs, supervisors and managers who supervise SPD chiefs. These
conferences provide an overview of the same SPD specific topics taught at the clus-
ter training but also review other information relevant to SPD management, such
as oversight of SPD activities, Occupational Safety and Health Administration
(OSHA) standards, and prime vendor, etc. In addition to these annual professional
conferences, in fiscal 2009 the office will host a conference entitled, Reprocessing of
Reusable Medical Equipment: Using a Team Approach toward a Strategic Plan. The
ID Office has begun to craft specific objectives for the target audience, which in-
cludes facility SPD chiefs, nurse executives (as the newly appointed managers of
SPD) and the VISN SPD management boards.

Last, the ID Office is actively involved in nontraditional training and education
venues. The office has widely distributed multiple SPD operations DVDs and will
distribute additional DVDs currently in production: Endoscopes Part II—Compo-
nents, Accessories, and Special Considerations, Special Reprocessing Consider-
ations—Powered Surgical Instruments, Microsurgical Instruments and Laparo-
scopes, and Non-biological Implantable Devices. The ID Office is currently reviewing
software solutions for ongoing review and management of applicable operating pro-
cedures, competencies and manufacturing instructions for reprocessing of reusable
medical equipment. The ID Office further hosts monthly SPD conference calls where
the latest directives, technical information, training opportunities, procedure
changes, hot topics, manufacturer instructions and recommended practices are re-
viewed and discussed. The office participates in a variety of other conference calls
for the purposes of information sharing nationally.

Question 10: What coordination has been done between VA and the Department
of Health and Human Services to share information regarding patient safety alerts
on this issue, as well as other issues that have arisen in the treatment of veterans
at the VA?

Response: VHA patient safety alert developed by the National Center for Patient
Safety (NCPS) in collaboration with VHA’s ID Office, the Office of the DUSHOM,
and the manufacturer in December 2008 has been posted on NCPS Web site
(www.patientsafety.gov). It is available for reference and use by other agencies and
health care organizations. Based on discussions with NCPS staff, and data sharing,
the Department of Defense’s (DoD) Patient Safety Center is developing an endo-
scope reprocessing advisory. It builds in part on lessons learned from VHA; DoD
shared its draft advisory with NCPS on July 2, 2009. Also in early July, VHA’s Of-
fice of Quality and Performance, in collaboration with NCPS, contacted the Food
and Drug Administration (FDA) and the Joint Commission on behalf to convene a
joint meeting and begin discussions on a national public and private sector response.
This would build upon the VHA/FDA meeting on June 4, which preceded the com-
pletion of VHA directive 2009—031. In addition, VHA’s Office of Patient Care Serv-
ices is working directly with FDA to expand their existing joint program on post-
market device surveillance to include endoscopy issues.
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Attachment A

Deliverables from Endoscopy Hearing
HVAC Subcommittee on Oversight and Investigations

June 16, 2009
Questions:

Results of 2007 and 2008 Self Assessment Surveys

List of VA Management who were briefed on the results

Remedial actions recommended and when implemented

Subcommittee will ask IG to re-inspect VHA facilities for compliance within 90
days—Expect next report to be 100%

1. The actual spreadsheets that contain the questions the facility review teams
used to conduct the National Supply, Processing and Distribution (SPD) Qual-
ity Management Observational Assessment for the four (4) different types of
flexible endoscopes assessed.

2. National summary results for FY 07 and FY 08 for each of the four (4) dif-
ferent types of flexible endoscopes. The results correspond to the questions on
the spreadsheets for each of the endoscopes.

3. Contained within each of the national summaries is information about how the
observational assessments were conducted, reporting requirements, taking cor-
rective action and what groups received presentations of the national sum-
maries.

VHA National SPD Quality Management Observational Assessment Tool
Flexible Cystoscopes

Station Number: November, 2007
Location of facility (city/state):
VISN #:

Name/Title of Contact Person:

Contact Person’s Phone Number:

This section of the observational assessment will entail a review of a flexible cystoscope.
The facility review team (the Patient Safety Manager, Infection Control Professional, Quality
Management Representative and Chief of SPD) will need to identify every area in the facility
where a flexible cystoscope and its components are reprocessed. This will require the review
team to coordinate their schedules with staff in areas where a flexible cystoscope is reproc-
essed. The review of flexible cystoscopes will be limited to the parent facility and does not in-
clude a review of flexible cystoscopes reprocessed at remote locations, e.g., community based
outpatient clinics. The team is encouraged though to eventually review any reprocessing of
flexible cystoscopes at remote locations. The team must go to each area at the parent facility
where a flexible cystoscope is reprocessed and observe firsthand the flexible cystoscope actu-
ally being reprocessed after use. The team will conduct only one observation per area where
the flexible cystoscope is being reprocessed.

The team must inform, in advance, any employee, of their intent to come and observe him/
her reprocessing this flexible cystoscope. The team must also explain why they are coming
and what the observation will entail. The team must interact with the employee(s) in a colle-
gial and respectful manner. It is recommended that the team go and look at a flexible cysto-
scope and become familiar with it before using this observational assessment tool.

Again, the review team must observe staff, who are normally assigned to reprocess flexible
cystoscopes, in each area at the parent facﬂlty where one is reprocessed and separately report
the findings for each area. Flexible cystoscopes are typically reprocessed in SPD, the Oper-
ating Room or an outpatient area, etc. So, again, the team must identify every area in the
parent facility where a flexible cystoscope is reprocessed and fill in the columns in the spread-
sheet corresponding to each area (see below). The reason this is required is to observe and as-
selss if reprocessing is being performed correctly, consistently in each area throughout the fa-
cility.
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When observing the flexible cystoscope being reprocessed the team will ask the employee
who is reprocessing the flexible cystoscope to describe verbally what he/she is doing as he/she
works and why he/she is doing it. Through this observation and interaction the review team
wil% be able to answer most of the questions in this section of the observational assessment
tool.

IMPORTANT: The team must not prompt the employee to complete any of the reprocessing
steps covered in this observational assessment tool. The review team’s job is to observe
whether the employee is actually completing the reprocessing steps without being prompted.
The review team must also actually observe firsthand the employee performing the work and
not ask the employee whether he/she does any of the steps and accept a yes answer.

1. How many different
areas within the parent
facility are there in
which a flexible cysto-
scope is reprocessed?
~ Answer with a
number to indicate how
many different areas. If
the answer is zero, then
this section is completed.
If the answer is one or
more then continue on.

Reminder: The team must complete this observational assessment tool for each
area at the parent facility where a flexible cystoscope is reprocessed. On the
spreadsheet below, there are columns for the different locations that will need to be
filled in based on the answer to this question and question #3 below.

Place a “Y” or “N” in the
appropriate block. Yes | No

2. Are flexible
cystoscopes reprocessed
at remote locations out-
side of the parent facil-
ity, e.g., community
based outpatient clinics?
Yes or No Note: This will
require the review team
to contact each location
and ask if flexible
cystoscopes are reproc-
essed at it. Again, the re-
view team will NOT be
required to conduct ob-
servations at these re-
mote locations and report
on them within this tool.
The review team is en-
couraged though to even-
tually review any reproc-
essing at these remote lo-
cations.

3. Are flexible cysto-
scopes reprocessed at the
parent facility in:

a. SPD Yes or No

b. The operating room
Yes or No

c. Outpatient area
Yes or No

d. Other
Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

4. Were the manufac-
turer’s instructions for re-
processing the flexible
cystoscope available for
review? Yes or No Note:
The team should see the
document and not ask
whether one exists and
accept a yes answer.

5. Was a local, written
standard operating proce-
dure (SOP) for reprocess-
ing the flexible cystoscope
available? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.

6. Did the SOP follow
the manufacturer’s in-
structions for reprocess-
ing the flexible cysto-
scope? Yes or No

7. Was the SOP ap-
proved by the facility’s
Infection Control Com-
mittee? Yes or No Note:
The team should see an
actual document which
indicates it was approved
by the Infection Control
Committee.

8. Are current training
records available for each
employee who reprocesses
this flexible cystoscope?
Yes or No Note: The
team will need to ask for
names of employees who
reprocess this flexible
cystoscope and review
training documentation.
To answer yes, all train-
ing records must be
present and current with-
in the past year.

9. Was a wet leak test
conducted on the flexible
cystoscope? Yes or No or
Not Applicable (NA). If
NA, place an “NA” in the
“No” block.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

10. Was the flexible
cystoscope disassembled
so that all components
were separated for re-
processing? Yes or No or
Not Applicable (NA). If
“NA”, place an “NA” in
the “No” block. Note:
Some flexible cystoscopes
may or may not have
parts that require dis-
assembly. Parts include,
e.g., water, suction and
biopsy ports/covers.

11. Was an enzymatic
detergent solution pre-
pared in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team will need
to review the manufac-
turer’s instructions for
the enzymatic detergent.
The team should ensure
that the detergent being
used is an enzymatic de-
tergent (an enzymatic de-
tergent removes proteins
as well as other material)
and not merely a hospital
grade detergent (which
does not remove pro-
teins), and that it is a
combination of both. The
team should not only re-
view how the enzymatic
detergent solution is pre-
pared, but also what the
instructions are for how
many times it can be
used before it has to be
changed and what the
practice is at the facility.
See question 20 as well.

12. Was the flexible
cystoscope and all its
components, channels
and lumens completely
immersed in an enzy-
matic detergent to cover
all external and internal
surfaces? Yes or No

13. Was the flexible
cystoscope and its compo-
nents, channels and
lumens cleaned with an
enzymatic detergent, e.g.,
with a sponge or brush
using mechanical mo-
tions, to ensure biobur-
den was removed?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

14. Was attention
given to brushing inter-
nal channels and lumens
to ensure bioburden was
removed? Yes or No

16. Were new brushes*
used to clean each flexi-
ble cystoscope? Yes or No.
Note: The team is look-
ing to see if the same
brushes are used
throughout the day to
process every flexible cys-
toscope and its parts or
whether new ones are
used for each flexible cys-
toscope processed.

*New brushes are de-
fined as new out of the
package or those that
have been through a ster-
ilization process.

17. Were all internal
channels and lumens
flushed with an enzy-
matic detergent?

Yes or No

18. After processing in
the enzymatic detergent,
was the flexible cysto-
scope and its components
rinsed with water?

Yes or No

19. After processing in
the enzymatic detergent
was the flexible cysto-
scope’s internal channels
and lumens flushed with
water? Yes or No

20. If indicated in the
manufacturer’s instruc-
tions, was the enzymatic
detergent changed after
each flexible cystoscope
was cleaned? Yes or No
or Not Applicable (NA)
Note: The team will need
to refer to the manufac-
turer’s instructions for
use. If “NA”, place “NA”
in the “No” block.

21. Is the sink that is
used for the cleaning
processes above cleaned
at least on a daily basis?
Yes or No Note: The
team will probably not be
able to observe this being
done, but should ask who
cleans the sink and how
often is it cleaned.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

22. Is the flexible cys-
toscope used in conjunc-
tion with a sterile field,
e.g., sterile gloves are
used and there is a ster-
ile back table?

Yes or No

After the decon-
tamination/cleaning
process, how is the
flexible cystoscope re-
processed? Answer the
following questions
below.

23. Is it sterilized in
an ethylene oxide (EtO)
sterilizer? Yes or No

24. Is it sterilized in a
steam sterilizer?
Yes or No

25. Is it sterilized in a
Sterrad® Sterilizer?
Yes or No

26. If it is sterilized in
a Sterrad® Sterilizer, is
there written validation
from the manufacturer
of the flexible cystoscope
on file? Yes or No.
Note: The team should
review the actual written
validation.

27. Is it sterilized in a
Steris® 1 System steri-
lizer? Yes or No

28. Is it high-level dis-
infected? Yes or No

If the answer to
question 28 above was
yes, the team needs to
complete questions 29-
40 below for high-level
disinfectant.

If the answer to
question 27 above was
yes, the team needs to
complete questions 41—
50 below for Steris® 1
System sterilizer.

If the answer to
question 23 (EtO),
24 (Steam) or 25
(Sterrad® Sterilizer)
above was yes, then
this section is com-
plete.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

High Level
Disinfectant

29. If a high-level dis-
infectant is used, was it
checked before use in ac-
cordance with the manu-
facturer’s instructions
with a chemical strip to
validate its strength to
effectively disinfect?

Yes or No

30. After testing the
high-level disinfectant,
was the result recorded
and signed by the person
doing the testing? Yes or
No. Note: Both recording
and signature must be
done to answer “yes” to
this question.

31. If high-level disin-
fectant was used, was it
used in accordance with
the manufacturer’s in-
structions? Yes or No.
Note: The team must re-
view the manufacturer’s
instructions of the high-
level disinfectant being
used. The team is check-
ing to see what the expo-
sure time is and whether
the scope and its compo-
nents were in the high-
level disinfectant for the
time period required. The
team should ask how the
individual reprocessing
the scope and its compo-
nents knows that it was
exposed for the required
time, e.g., is a timer and
log book used?

32. If high-level disin-
fectant was used, was the
flexible cystoscope and its
components completely
immersed in it to cover
all external and internal
surfaces? Yes or No

33. If high-level dis-
infectant was used, was
attention given to flush-
ing channels and lumens?
Yes or No

34. If high-level dis-
infectant was used, was
the flexible cystoscope
and all its components
rinsed thoroughly rinsed
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

35. If high-level dis-
infectant was used, was
attention given to flush-
ing/rinsing the internal
channels and lumens of
the flexible cystoscope
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No

36. If high-level dis-
infectant was used, and
after rinsing/flushing
with the appropriate type
of water, was the flexible
cystoscope and its parts
dried with a sterile towel?
Yes or No

37. Was the flexible
cystoscope rinsed with
alcohol, its channels
flushed with it and
then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No.
Note: All must be done
to answer yes to this
question.

38. Was the flexible
cystoscope stored in a
clean, closed container or
hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet?

Yes or No

39. Was a log main-
tained to reflect what
specific scopes were re-
processed in high-level
disinfectant? Yes or No.
Note: The log should in-
clude the serial number
of each scope reprocessed,
the date it was dis-
infected, and the name of
the individual doing the
reprocessing. All must be
present to answer yes to
this question.

40. Is the SOP written
clearly enough that the
team would be able to
take the SOP and use it
to correctly reprocess the
flexible cystoscope?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

Steris® 1 System
Sterilizer

41. Were all the con-
nectors identified for the
specific scope used to re-
process the flexible cysto-
scope? Yes or No

42. Was the flexible
cystoscope rinsed with
alcohol, its channels/
lumens flushed with it
and then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No.
Note: All must be done
to answer yes to this
question.

43. After reprocessing
in the Steris® 1 System
sterilizers was the flexi-
ble cystoscope stored in a
clean, closed container or
hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet? Yes or No

Steris® 1 System
sterilizers have a re-
cording device that
provides a printed
record that indicates
the amount of time the
sterilizer ran and
whether sterilant con-
centration was met for
each cycle. It must be
reviewed by an em-
ployee who is respon-
sible for reprocessing
the flexible cystoscope
and have his/her signa-
ture recorded on it to
indicate that it has
been reviewed and
meets parameters each
time the sterilizer is
used.

The review team
must review records
for the past 1-month
period for all ques-
tions where indicated
so as to have the most
current information.

44. Does the Steris® 1
System sterilizer have a
printout for each time it
has been used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

45. For each time the
Steris® 1 System steri-
lizer was used, did it meet
time and concentration
parameters? Yes or No.
Note: The usual cycle
time is 28 minutes, but
varies. The team will
need to review the manu-
facturer’s instructions.
The printout will indicate
whether the sterilant con-
centration was met or not
by having, e.g., aborted,
cycle aborted, on it.
Aborted or similar terms
mean the cycle was not
completed and the items
not sterilized. The team
will need to review the
printout and see what
time was reached and re-
corded on the printout
and if the printout
indicated the cycle was
aborted or not.

46. If there were any
instances that the
Steris® 1 System steri-
lizer did not meet param-
eters, was documentation
available to reflect that
actions were taken to de-
termine the cause, correct
it, and that the flexible
cystoscope was sent back
for another attempt to
sterilize it? Yes or No.
Note: All must be present
to answer “yes” to this
question.

47. Has each printout
been reviewed by the em-
ployee who is responsible
for reprocessing the flexi-
ble cystoscope, which
should be indicated on
the printout by a signa-
ture of the person doing
the review? Yes or No.
Note: The printout is not
to be initialed, it must be
signed. The signature
must be legible to iden-
tify the person who re-
viewed it. The signature
must be the person’s
usual signature that they
would normally use. The
review is to verify that
the parameters have been
met.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

cystoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

48. Does the printout
include which specific
flexible cystoscope was
reprocessed in the
Steris® 1 System
sterilizer? Yes or No.
Note: In the event a bio-
logical indicator test
comes back positive, then
one must be able to know
what specific flexible cys-
toscope was processed in
the sterilizer. The print-
out must include the
scope’s serial number.
The serial number is im-
portant to have written
on the printout to allow
one to be able to recall
the specific scope in the
event of a positive biologi-
cal indicator and also link
what scope(s) was used
on a given patient(s).

49. Do the records show
that a biological indicator
test was performed at
least daily on days the
Steris® 1 System steri-
lizer was anticipated to
be used? Yes or No.
Note: The biological indi-
cator test must include
(1) a biological indicator
processed through the
sterilizer with results re-
corded and (2) a biologi-
cal indicator control that
is not processed through
the sterilizer with the re-
sults recorded. The re-
sults of the processed bio-
logical indicator must be
negative and the results
of the biological indicator
control must be positive.
All elements must be
present to answer “yes”
to this question.

50. Does the facility
have local, written stand-
ard operating procedures
in the event of a positive
biological indicator with
the Steris® 1 System
sterilizer? Yes or No.
Note: The team should
review the document and
not ask whether one ex-
ists and accept a yes
answer.
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6/18/09

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE CYSTOSCOPES
FY 2007 AND FY 2008

On the following two pages are the national summary results for flexible
cystoscopes from the observational assessments conducted in FY 2007 and FY 2008.
The results represent the percentage of yes or yes in compliance answers that cor-
respond to each of the questions contained within the observational assessment (see
attached spreadsheet). The national results are based on facility and VISN sub-
mitted reports on the actual observation of staff reprocessing a flexible cystoscope
by a four person review team at the facility. The team consisted of a Patient Safety
Manager, an Infection Control Professional, a Quality Management Representative
and the Chief of SPD. Facility specific results were to be reported to facility man-
agement by the review team.

Facility management reported the results to VISN management. VISN manage-
ment reviewed the results and then submitted them to VA Central Office. Both
facility and VISN management were to review the results and develop corrective
action plans, if indicated.

The national summary results of the observational assessments have been pre-
sented to the following groups by staff from the National Infectious Diseases Pro-
gram: Under Secretary’s Coordinating Committee on Quality and Safety (USCCQS),
National Leadership Board (consisting of VISN Directors), VISN Chief Medical Offi-
cers, VISN Quality Management Officers, VISN Logistics Officers, VISN Patient
Safety Officers, Facility Chiefs of Supply, Processing and Distribution (SPD) and
Facility Infection Control Professionals.

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE CYSTOSCOPES
FY 2007 AND FY 2008

FY 07 FY 08
Percentage | Percentage
Question Number Yes Yes
1 1-4 1-4
Locations Locations
14% 12%
3 SPD 55 60
OR 40 39
OopP 34 34
OTHER 17 13
4 82 92
5 70 81
6 58 81
7 37 68
8 54 74
9 77 91
10 99 95
11 79 88
12 88 94
13 89 94
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FY 07 FY 08
Percentage | Percentage

Question Number Yes Yes

14 96 94

15 96 96

16 64 86

17 88 95

18 87 95

19 81 94

20 88 91

21 97 94

22 NA 75
New 08

23 NA 38
New 08

24 NA 1
New 08

25 NA 7
New 08

26 NA 19
New 08

27 68 62

28 19 15

29 94 96

30 74 92

31 87 92

32 97 87

33 90 96

34 71 96

35 71 96

36 65 69

37 73 85

38 65 88

39 53 73

40 55 83

41 98 99

42 45 64

43 81 92

44 97 100

45 91 96

46 73 76

47 53 74

48 60 81

49 88 91

50 85 87
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VHA National SPD Quality Management Observational Assessment Tool
Flexible Colonoscopes

Station Number: November, 2007

Location of facility (city/state):

VISN #:

Name/Title of Contact Person:

Contact Person’s Phone Number:

This section of the observational assessment will entail a review of a flexible colonoscope.
The facility review team (the Patient Safety Manager, Infection Control Professional, Quality
Management Representative and Chief of SPD) will need to identify every area in the facility
where a flexible colonoscope and its components are reprocessed. This will require the review
team to coordinate their schedules with staff in areas where a flexible colonoscope is reproc-
essed. The review of flexible colonoscopes will be limited to the parent facility and does not in-
clude a review of flexible colonoscopes reprocessed at remote locations, e.g., community based
outpatient clinics. The team is encouraged though to eventually review any reprocessing of
flexible colonoscopes at remote locations. The team must go to each area at the parent facility
where a flexible colonoscope is reprocessed and observe firsthand the flexible colonoscope ac-
tually being reprocessed after use. The team will conduct only one observation per area where
the flexible colonoscope is being reprocessed.

The team must inform, in advance, any employee, of their intent to come and observe him/
her reprocessing this flexible colonoscope. The team must also explain why they are coming
and what the observation will entail. The team must interact with the employee(s) in a colle-
gial and respectful manner. It is recommended that the team go and look at a flexible
colonoscope and become familiar with it before using this observational assessment tool.

Again, the review team must observe staff, who are normally assigned to reprocess flexible
colonoscopes, in each area at the parent facility where one is reprocessed and separately re-
port the findings for each area. Flexible colonoscopes are typically reprocessed in SPD, the
Operating Room or an outpatient area, etc. So, again, the team must identify every area in
the parent facility where a flexible colonoscope is reprocessed and fill in the columns in the
spreadsheet corresponding to each area (see below). The reason this is required is to observe
and assess if reprocessing is being performed correctly, consistently in each area throughout
the facility.

When observing the flexible colonoscope being reprocessed the team will ask the employee
who is reprocessing the flexible colonoscope to describe verbally what he/she is doing as he/
she works and why he/she is doing it. Through this observation and interaction the review
team Wﬂ% be able to answer most of the questions in this section of the observational assess-
ment tool.

IMPORTANT: The team must not prompt the employee to complete any of the reprocessing
steps covered in this observational assessment tool. The review team’s job is to observe
whether the employee is actually completing the reprocessing steps without being prompted.
The review team must also actually observe firsthand the employee performing the work and
not ask the employee whether he/she does any of the steps and accept a yes answer.

1. How many different
areas within the parent
facility are there in which
a flexible colonoscope is
reprocessed?

Answer with a number
to indicate how many dif-
ferent areas. If the an-
swer is zero, then this
section is completed. If
the answer is one or
more then continue on.
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Reminder: The team must complete this observational assessment tool for each
area at the parent facility where a flexible colonoscope is reprocessed. On the
spreadsheet below, there are columns for the different locations that will need to be
filled in based on the answer to this question and question #3 below.

Place a “Y” or “N” in the
appropriate block.

Yes | No

2. Are flexible
colonoscopes reprocessed
at remote locations out-
side of the parent facil-
ity, e.g., community
based outpatient clinics?
Yes or No Note: This will
require the review team
to contact each location
and ask if flexible
colonoscopes are reproc-
essed at it. Again, the re-
view team will NOT be
required to conduct ob-
servations at these re-
mote locations and report
on them within this tool.
The review team is en-
couraged though to even-
tually review any reproc-
essing at these remote lo-
cations.

3. Are flexible colono-
scopes reprocessed at the
parent facility in:

a. SPD Yes or No

b. The operating room
Yes or No

c. Outpatient area
Yes or No

d. Other
Yes or No

Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
3 q

SPD

Operating
Room

Outpatient
Area

Other
Location

Other
Location

Other
Location

ype is repr
at the parent facility.

Yes

No

Yes

No

Yes

No

4. Were the manufac-
turer’s instructions for re-
processing the flexible
colonoscope available for
review? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.

5. Was a local, written
standard operating proce-
dure (SOP) for reprocess-
ing the flexible colono-
scope available? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

6. Did the SOP follow
the manufacturer’s in-
structions for reprocess-
ing the flexible colono-
scope? Yes or No

7. Was the SOP ap-
proved by the facility’s
Infection Control Com-
mittee? Yes or No
Note: The team should
see an actual document
which indicates it was
approved by the Infection
Control Committee.

8. Are current training
records available for each
employee who reprocesses
this flexible colonoscope?
Yes or No Note: The
team will need to ask for
names of employees who
reprocess this flexible
colonoscope and review
training documentation.
To answer yes all train-
ing records must be
present and current
within the past year.

9. Was a wet leak test
conducted on the flexible
colonoscope? Yes or No or
Not Applicable (NA). If
NA, place an “NA” in the
“No” block.

10. Was the flexible
colonoscope disassembled
so that all components
were separated for re-
processing? Yes or No or
Not Applicable (NA). If
“NA”, place an “NA” in
the “No” block. Note:
Some flexible colono-
scopes may or may not
have parts that require
disassembly. Parts in-
clude, e.g., water, suction
and biopsy ports/covers.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

11. Was an enzymatic
detergent solution pre-
pared in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team will need
to review the manufac-
turer’s instructions for
the enzymatic detergent.
The team should ensure
that the detergent being
used is an enzymatic de-
tergent (an enzymatic de-
tergent removes proteins
as well as other material)
and not merely a hospital
grade detergent (which
does not remove pro-
teins), and that it is a
combination of both. The
team should not only re-
view how the enzymatic
detergent solution is pre-
pared, but also what the
instructions are for how
many times it can be
used before it has to be
changed and what the
practice is at the facility.
See question 20 as well.

12. Was the flexible
colonoscope and all its
components, channels
and lumens completely
immersed in an enzy-
matic detergent to cover
all external and internal
surfaces? Yes or No

13. Was the flexible
colonoscope and its com-
ponents, channels and
lumens cleaned with an
enzymatic detergent, e.g.,
with a sponge or brush
using mechanical mo-
tions, to ensure biobur-
den was removed?

Yes or No

14. Was attention
given to brushing inter-
nal channels and lumens
to ensure bioburden was
removed? Yes or No

15. Were brushes, ap-
propriately sized, for the
internal lumen/channel
being cleaned, being
used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

16. Were new brushes*
used to clean each flexi-
ble colonoscope? Yes or No
Note: The team is look-
ing to see if the same
brushes are used
throughout the day to
process every flexible
colonoscope and its parts
or whether new ones are
used for each flexible
colonoscope processed.

*New brushes are de-
fined as new out of the
package or those that
have been through a ster-
ilization process.

17. Were all internal
channels and lumens
flushed with an enzy-
matic detergent?

Yes or No

18. After processing in
the enzymatic detergent,
was the flexible colono-
scope and its components
rinsed with water?

Yes or No

19. After processing in
the enzymatic detergent
was the flexible colono-
scope’s internal channels
and lumens flushed with
water? Yes or No

20. If indicated in the
manufacturer’s instruc-
tions, was the enzymatic
detergent changed after
each flexible colonoscope
was cleaned? Yes or No
or Not Applicable (NA)
Note: The team will need
to refer to the manufac-
turer’s instructions for
use. If “NA”, place “NA”
in the “No” block.

21. Is the sink that is
used for the cleaning
processes above cleaned
at least on a daily basis?
Yes or No Note: The
team will probably not be
able to observe this being
done, but should ask who
cleans the sink and how
often is it cleaned.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

After the decon-
tamination/cleaning
process, how is the
flexible colonoscope
reprocessed? Answer
the following questions
below.

22. Is it sterilized in
an ethylene oxide (EtO)
sterilizer? Yes or No

23. Is it sterilized in a
steam sterilizer?
Yes or No

24. Is it sterilized in a
Sterrad® Sterilizer?
Yes or No

25. If it is sterilized in
a Sterrad® Sterilizer, is
there written validation
from the manufacturer
of the flexible colonoscope
on file? Yes or No
Note: The team should
review the actual written
validation.

26. Is it sterilized in a
Steris® 1 System steri-
lizer? Yes or No

27. Is it high-level dis-
infected? Yes or No

If the answer to
question 27 above was
yes, the team needs to
complete questions 28—
39 below for high-level
disinfectant.

If the answer to
question 26 above was
yes, the team needs to
complete questions 40-
49 below for Steris® 1
System sterilizer.

If the answer to
question 22 (EtO),
23 (Steam) or 24
(Sterrad® Sterilizer)
above was yes, then
this section is com-
plete.

High Level
Disinfectant

28. If a high-level dis-
infectant is used, was it
checked before use in ac-
cordance with the manu-
facturer’s instructions
with a chemical strip to
validate its strength to
effectively disinfect?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

29. After testing the
high-level disinfectant,
was the result recorded
and signed by the person
doing the testing? Yes or
No Note: Both recording
and signature must be
done to answer “yes” to
this question.

30. If high-level disin-
fectant was used, was it
used in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team must re-
view the manufacturer’s
instructions of the high-
level disinfectant being
used. The team is check-
ing to see what the expo-
sure time is and whether
the scope and its compo-
nents were in the high-
level disinfectant for the
time period required. The
team should ask how the
individual reprocessing
the scope and its compo-
nents knows that it was
exposed for the required
time, e.g., is a timer and
log book used?

31. If high-level disin-
fectant was used, was the
flexible colonoscope and
its components com-
pletely immersed in it to
cover all external and in-
ternal surfaces? Yes or No

32. If high-level dis-
infectant was used, was
attention given to flush-
ing channels and lumens?
Yes or No

33. If high-level dis-
infectant was used, was
the flexible colonoscope
and all its components
rinsed thoroughly rinsed
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No

34. If high-level dis-
infectant was used, was
attention given to flush-
ing/rinsing the internal
channels and lumens of
the flexible colonoscope
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

35. If high-level dis-
infectant was used, and
after rinsing/flushing
with the appropriate type
of water, was the flexible
colonoscope and its parts
dried with a sterile
towel? Yes or No

36. Was the flexible
colonoscope rinsed with
alcohol, its channels
flushed with it and
then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

37. Was the flexible
colonoscope stored in a
clean, closed container or
hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet?

Yes or No

38. Was a log main-
tained to reflect what
specific scopes were re-
processed in high-level
disinfectant? Yes or No
Note: The log should in-
clude the serial number
of each scope reprocessed,
the date it was dis-
infected, and the name of
the individual doing the
reprocessing. All must be
present to answer yes to
this question.

39. Is the SOP written
clearly enough that the
team would be able to
take the SOP and use it
to correctly reprocess the
flexible colonoscope?

Yes or No

Steris® 1 System
Sterilizer

40. Were all the con-
nectors identified for the
specific scope used to re-
process the flexible colon-
oscope? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

41. Was the flexible
colonoscope rinsed with
alcohol, its channels/
lumens flushed with it
and then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

42. After reprocessing
in the Steris® 1 System
sterilizers was the flexi-
ble colonoscope stored in
a clean, closed container
or hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet? Yes or No

Steris® 1 System
sterilizers have a re-
cording device that
provides a printed
record that indicates
the amount of time the
sterilizer ran and
whether sterilant con-
centration was met for
each cycle. It must be
reviewed by an em-
ployee who is respon-
sible for reprocessing
the flexible colono-
scope and have his/her
signature recorded on
it to indicate that it
has been reviewed and
meets parameters each
time the sterilizer is
used.

43. Does the Steris® 1
System sterilizer have a
printout for each time it
has been used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

44. For each time the
Steris® 1 System steri-
lizer was used, did it meet
time and concentration
parameters? Yes or No
Note: The usual cycle
time is 28 minutes, but
varies. The team will
need to review the manu-
facturer’s instructions.
The printout will indicate
whether the sterilant con-
centration was met or not
by having, e.g., aborted,
cycle aborted, on it.
Aborted or similar terms
mean the cycle was not
completed and the items
not sterilized. The team
will need to review the
printout and see what
time was reached and re-
corded on the printout
and if the printout
indicated the cycle was
aborted or not.

45. If there were any
instances that the
Steris® 1 System steri-
lizer did not meet param-
eters, was documentation
available to reflect that
actions were taken to de-
termine the cause, correct
it, and that the flexible
colonoscope was sent
back for another attempt
to sterilize it? Yes or No
Note: All must be present
to answer “yes” to this
question.

46. Has each printout
been reviewed by the em-
ployee who is responsible
for reprocessing the flexi-
ble colonoscope, which
should be indicated on
the printout by a signa-
ture of the person doing
the review? Yes or No
Note: The printout is not
to be initialed, it must be
signed. The signature
must be legible to iden-
tify the person who re-
viewed it. The signature
must be the person’s
usual signature that they
would normally use. The
review is to verify that
the parameters have been
met.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible

colonoscope is repr
at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
d
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

47. Does the printout
include which specific
flexible colonoscope was
reprocessed in the
Steris® 1 System
sterilizer? Yes or No
Note: In the event a bio-
logical indicator test
comes back positive, then
one must be able to know
what specific flexible
colonoscope was proc-
essed in the sterilizer.
The printout must in-
clude the scope’s serial
number. The serial num-
ber is important to have
written on the printout to
allow one to be able to re-
call the specific scope in
the event of a positive bi-
ological indicator and also
link what scope(s) was
used on a given pa-
tient(s).

48. Do the records show
that a biological indicator
test was performed at
least daily on days the
Steris® 1 System steri-
lizer was anticipated to
be used? Yes or No
Note: The biological indi-
cator test must include
(1) a biological indicator
processed through the
sterilizer with results re-
corded and (2) a biologi-
cal indicator control that
is not processed through
the sterilizer with the re-
sults recorded. The re-
sults of the processed bio-
logical indicator must be
negative and the results
of the biological indicator
control must be positive.
All elements must be
present to answer “yes”
to this question.

49. Does the facility
have local, written stand-
ard operating procedures
in the event of a positive
biological indicator with
the Steris® 1 System
sterilizer? Yes or No
Note: The team should
review the document and
not ask whether one ex-
ists and accept a yes
answer.




95

6/18/09

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE COLONOSCOPES
FY 2007 AND FY 2008

On the following two pages are the national summary results for flexible colono-
scopes from the observational assessments conducted in FY 2007 and FY 2008. The
results represent the percentage of yes or yes in compliance answers that cor-
respond to each of the questions contained within the observational assessment (see
attached spreadsheet). The national results are based on facility and VISN sub-
mitted reports on the actual observation of staff reprocessing a flexible colonoscope
by a four person review team at the facility. The team consisted of a Patient Safety
Manager, an Infection Control Professional, a Quality Management Representative
and the Chief of SPD. Facility specific results were to be reported to facility man-
agement by the review team.

Facility management reported the results to VISN management. VISN manage-
ment reviewed the results and then submitted them to VA Central Office. Both
facility and VISN management were to review the results and develop corrective
action plans, if indicated.

The national summary results of the observational assessments have been pre-
sented to the following groups by staff from the National Infectious Diseases Pro-
gram: Under Secretary’s Coordinating Committee on Quality and Safety (USCCQS),
National Leadership Board (consisting of VISN Directors), VISN Chief Medical Offi-
cers, VISN Quality Management Officers, VISN Logistics Officers, VISN Patient
Safety Officers, Facility Chiefs of Supply, Processing and Distribution (SPD) and
Facility Infection Control Professionals.

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE COLONOSCOPES
FY 2007 AND FY 2008

FY 07 FY 08
Percentage | Percentage
Question Number Yes Yes
1 1-4 1-4
Locations Locations
12% 14%
3 SPD 23 29
OR 31 27
OopP 42 47
OTHER 37 32
4 93 98
5 75 85
6 68 83
7 40 70
8 64 84
9 93 97
10 100 99
11 79 92
12 90 97
13 93 99
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FY 07 FY 08
Percentage | Percentage

Question Number Yes Yes

14 99 99

15 99 99

16 72 90

17 95 99

18 86 85

19 83 96

20 89 96

21 97 97

22 NA 8
New 08

23 NA 1
New 08

24 NA 1
New 08

25 NA 2
New 08

26 66 59

27 68 43

28 89 94

29 71 92

30 89 94

31 97 99

32 95 100

33 47 100

34 39 99

35 71 63

36 82 87

37 78 86

38 70 90

39 67 80

40 99 100

41 56 83

42 86 86

43 97 100

44 93 94

45 80 79

46 63 72

47 65 87

48 89 87

49 87 88
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VHA National SPD Quality Management Observational Assessment Tool
Flexible Esophagogastroduodenoscope (EGD’s)

Station Number: November, 2007

Location of facility (city/state):

VISN #:

Name/Title of Contact Person:

Contact Person’s Phone Number:

This section of the observational assessment will entail a review of a flexible esophago-
gastroduodenoscope (EGD). The facility review team (the Patient Safety Manager, Infection
Control Professional, Quality Management Representative and Chief of SPD) will need to
identify every area in the facility where a flexible EGD and its components are reprocessed.
This will require the review team to coordinate their schedules with staff in areas where a
flexible EGD is reprocessed. The review of flexible EGDs will be limited to the parent facility
and does not include a review of flexible EGDs reprocessed at remote locations, e.g., commu-
nity based outpatient clinics. The team is encouraged though to eventually review any reproc-
essing of flexible EGDs at remote locations. The team must go to each area at the parent fa-
cility where a flexible EGD is reprocessed and observe firsthand the flexible EGD actually
being reprocessed after use. The team will conduct only one observation per area where the
flexible EGD is being reprocessed.

The team must inform, in advance, any employee, of their intent to come and observe him/
her reprocessing this flexible EGD. The team must also explain why they are coming and
what the observation will entail. The team must interact with the employee(s) in a collegial
and respectful manner. It is recommended that the team go and look at a flexible EGD and
become familiar with it before using this observational assessment tool.

Again, the review team must observe staff, who are normally assigned to reprocess flexible
EGDs, in each area at the parent facility where one is reprocessed and separately report the
ﬁndmgs for each area. Flexible EGDs are typically reprocessed in SPD, the Operating Room
or an outpatient area, etc. So, again, the team must identify every area in the parent facility
where a flexible EGD is reprocessed and fill in the columns in the spreadsheet corresponding
to each area (see below). The reason this is required is to observe and assess if reprocessing is
being performed correctly, consistently in each area throughout the facility.

When observing the flexible EGD being reprocessed the team will ask the employee who is
reprocessing the flexible EGD to describe verbally what he/she is doing as he/she works and
why he/she is doing it. Through this observation and interaction the review team will be able
to answer most of the questions in this section of the observational assessment tool.

IMPORTANT: The team must not prompt the employee to complete any of the reprocessing
steps covered in this observational assessment tool. The review team’s job is to observe
whether the employee is actually completing the reprocessing steps without being prompted.
The review team must also actually observe firsthand the employee performing the work and
not ask the employee whether he/she does any of the steps and accept a yes answer.

1. How many different
areas within the parent
facility are there in which
a flexible EGD is reproc-
essed? Answer
with a number to indi-
cate how many different
areas. If the answer is
zero, then this section is
completed. If the answer
is one or more then con-
tinue on.
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Reminder: The team must complete this observational assessment tool for each
area at the parent facility where a flexible EGD is reprocessed. On the spreadsheet
below, there are columns for the different locations that will need to be filled in
based on the answer to this question and question #3 below.

Place a “Y” or “N” in the
appropriate block. Yes | No

2. Are flexible EGDs
reprocessed at remote
locations outside of the
parent facility, e.g., com-
munity based outpatient
clinics? Yes or No Note:
This will require the
review team to contact
each location and ask if
flexible EGDs are reproc-
essed at it. Again, the
review team will NOT be
required to conduct ob-
servations at these re-
mote locations and report
on them within this tool.
The review team is en-
couraged though to even-
tually review any reproc-
essing at these remote
locations.

3. Are flexible EGDs
reprocessed at the parent
facility in:

a. SPD Yes or No

b. The operating room
Yes or No

c. Outpatient area
Yes or No

d. Other
Yes or No

Place a “Y” or “N” in the
appropriate block. Fill in

the name of the “Other Other Other Other
Location(s)” in the appro- Location | Location | Location
priate column(s) to the Operating | Outpatient

right, in which the flexible SPD Room Area

EGD is reprocessed at the

parent facility. Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

4. Were the manufac-
turer’s instructions for
reprocessing the flexible
EGD available for
review? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.

5. Was a local, written
standard operating proce-
dure (SOP) for reprocess-
ing the flexible EGD
available? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

6. Did the SOP follow
the manufacturer’s in-
structions for reprocess-
ing the flexible EGD?
Yes or No

7. Was the SOP ap-
proved by the facility’s
Infection Control Com-
mittee? Yes or No
Note: The team should
see an actual document
which indicates it was
approved by the Infection
Control Committee.

8. Are current training
records available for each
employee who reprocesses
this flexible EGD?

Yes or No Note: The
team will need to ask for
names of employees who
reprocess this flexible
EGD and review training
documentation. To an-
swer yes all training
records must be present
and current within the
past year.

9. Was a wet leak test
conducted on the flexible
EGD? Yes or No or Not
Applicable (NA). If “NA”,
place an “NA” in the “No”
block.

10. Was the flexible
EGD disassembled so
that all components were
separated for reprocess-
ing? Yes or No or Not
Applicable (NA). If “NA”,
place an “NA” in the “No”
block. Note: Some flexible
EGDs may or may not
have parts that require
disassembly. Parts in-
clude, e.g., water, suction
and biopsy ports/covers.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

11. Was an enzymatic
detergent solution pre-
pared in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team will need
to review the manufac-
turer’s instructions for
the enzymatic detergent.
The team should ensure
that the detergent being
used is an enzymatic de-
tergent (an enzymatic de-
tergent removes proteins
as well as other material)
and not merely a hospital
grade detergent (which
does not remove pro-
teins), and that it is a
combination of both. The
team should not only re-
view how the enzymatic
detergent solution is pre-
pared, but also what the
instructions are for how
many times it can be
used before it has to be
changed and what the
practice is at the facility.
See question 20 as well.

12. Was the flexible
EGD and all its compo-
nents, channels and
lumens completely im-
mersed in an enzymatic
detergent to cover all
external and internal
surfaces? Yes or No

13. Was the flexible
EGD and its components,
channels and lumens
cleaned with an enzy-
matic detergent, e.g.,
with a sponge or brush
using mechanical mo-
tions, to ensure biobur-
den was removed?

Yes or No

14. Was attention
given to brushing inter-
nal channels and lumens
to ensure bioburden was
removed? Yes or No

15. Were brushes, ap-
propriately sized, for the
internal lumen/channel
being cleaned, being
used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

16. Were new brushes*
used to clean each flexi-
ble EGD? Yes or No
Note: The team is look-
ing to see if the same
brushes are used
throughout the day to
process every flexible
EGD and its parts or
whether new ones are
used for each flexible
EGD processed.

*New brushes are de-
fined as new out of the
package or those that
have been through a ster-
ilization process.

17. Were all internal
channels and lumens
flushed with an enzy-
matic detergent?

Yes or No

18. After processing in
the enzymatic detergent,
was the flexible EGD
and its components
rinsed with water?

Yes or No

19. After processing in
the enzymatic detergent
was the flexible EGD’s
internal channels and
lumens flushed with
water? Yes or No

20. If indicated in the
manufacturer’s instruc-
tions, was the enzymatic
detergent changed after
each flexible EGD was
cleaned? Yes or No or
Not Applicable (NA)
Note: The team will need
to refer to the manufac-
turer’s instructions for
use. If “NA”, place “NA”
in the “No” block.

21. Is the sink that is
used for the cleaning
processes above cleaned
at least on a daily basis?
Yes or No Note: The
team will probably not be
able to observe this being
done, but should ask who
cleans the sink and how
often is it cleaned.




102

Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

After the decon-
tamination/cleaning
process, how is the
flexible EGD reproc-
essed? Answer the
following questions
below.

22. Is it sterilized in
an ethylene oxide (EtO)
sterilizer? Yes or No

23. Is it sterilized in a
steam sterilizer?
Yes or No

24. Is it sterilized in a
Sterrad® Sterilizer?
Yes or No

25. If it is sterilized in
a Sterrad® Sterilizer, is
there written validation
from the manufacturer
of the flexible EGD on
file? Yes or No Note: The
team should review the
actual written validation.

26. Is it sterilized in a
Steris® 1 System steri-
lizer? Yes or No

27. Is it high-level dis-
infected? Yes or No

If the answer to
question 27 above was
yes, the team needs to
complete questions 28—
39 below for high-level
disinfectant.

If the answer to
question 26 above was
yes, the team needs to
complete questions 40-
49 below for Steris® 1
System sterilizer.

If the answer to
question 22 (EtO),
23 (Steam) or 24
(Sterrad® Sterilizer)
above was yes, then
this section is com-
plete.

High Level
Disinfectant

28. If a high-level dis-
infectant is used, was it
checked before use in ac-
cordance with the manu-
facturer’s instructions
with a chemical strip to
validate its strength to
effectively disinfect?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

29. After testing the
high-level disinfectant,
was the result recorded
and signed by the person
doing the testing? Yes or
No Note: Both recording
and signature must be
done to answer “yes” to
this question.

30. If high-level disin-
fectant was used, was it
used in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team must re-
view the manufacturer’s
instructions of the high-
level disinfectant being
used. The team is check-
ing to see what the expo-
sure time is and whether
the scope and its compo-
nents were in the high-
level disinfectant for the
time period required. The
team should ask how the
individual reprocessing
the scope and its compo-
nents knows that it was
exposed for the required
time, e.g., is a timer and
log book used?

31. If high-level dis-
infectant was used, was
the flexible EGD and its
components completely
immersed in it to cover
all external and internal
surfaces? Yes or No

32. If high-level dis-
infectant was used, was
attention given to flush-
ing channels and lumens?
Yes or No

33. If high-level dis-
infectant was used, was
the flexible EGD and all
its components rinsed
thoroughly rinsed with
the appropriate type of
water according to the
manufacturer’s instruc-
tions? Yes or No

34. If high-level dis-
infectant was used, was
attention given to flush-
ing/rinsing the internal
channels and lumens of
the flexible EGD with the
appropriate type of water
according to the manufac-
turer’s instructions?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

35. If high-level dis-
infectant was used, and
after rinsing/flushing
with the appropriate type
of water, was the flexible
EGD and its parts dried
with a sterile towel?

Yes or No

36. Was the flexible
EGD rinsed with alcohol,
its channels flushed with
it and then blown out
with compressed air be-
fore it was stored if it
was not going to be used
within 2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

37. Was the flexible
EGD stored in a clean,
closed container or hung
vertically in a clean,
closed cabinet without
the end of it touching the
bottom of the cabinet?
Yes or No

38. Was a log main-
tained to reflect what
specific scopes were re-
processed in high-level
disinfectant? Yes or No
Note: The log should in-
clude the serial number
of each scope reprocessed,
the date it was dis-
infected, and the name of
the individual doing the
reprocessing. All must be
present to answer yes to
this question.

39. Is the SOP written
clearly enough that the
team would be able to
take the SOP and use it
to correctly reprocess
the flexible EGD?

Yes or No

Steris® 1 System
Sterilizer

40. Were all the con-
nectors identified for the
specific scope used to re-
process the flexible EGD?
Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

41. Was the flexible
EGD rinsed with alcohol,
its channels/lumens
flushed with it and then
blown out with com-
pressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

42. After reprocessing
in the Steris® 1 System
sterilizers was the flexi-
ble EGD stored in a
clean, closed container or
hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet? Yes or No

Steris® 1 System
sterilizers have a re-
cording device that
provides a printed
record that indicates
the amount of time the
sterilizer ran and
whether sterilant con-
centration was met for
each cycle. It must be
reviewed by an em-
ployee who is respon-
sible for reprocessing
the flexible EGD and
have his/her signature
recorded on it to indi-
cate that it has been
reviewed and meets
parameters each time
the sterilizer is used.

The review team
must review records
for the past 1-month
period for all ques-
tions where indicated
so as to have the most
current information.

43. Does the Steris® 1
System sterilizer have a
printout for each time it
has been used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

44. For each time the
Steris® 1 System steri-
lizer was used, did it meet
time and concentration
parameters? Yes or No
Note: The usual cycle
time is 28 minutes, but
varies. The team will
need to review the manu-
facturer’s instructions.
The printout will indicate
whether the sterilant con-
centration was met or not
by having, e.g., aborted,
cycle aborted, on it.
Aborted or similar terms
mean the cycle was not
completed and the items
not sterilized. The team
will need to review the
printout and see what
time was reached and re-
corded on the printout
and if the printout
indicated the cycle was
aborted or not.

45. If there were any
instances that the
Steris® 1 System steri-
lizer did not meet param-
eters, was documentation
available to reflect that
actions were taken to de-
termine the cause, correct
it, and that the flexible
EGD was sent back for
another attempt to
sterilize it? Yes or No
Note: All must be present
to answer “yes” to this
question.

46. Has each printout
been reviewed by the em-
ployee who is responsible
for reprocessing the flexi-
ble EGD, which should be
indicated on the printout
by a signature of the
person doing the review?
Yes or No Note: The
printout is not to be ini-
tialed, it must be signed.
The signature must be
legible to identify the per-
son who reviewed it. The
signature must be the
person’s usual signature
that they would normally
use. The review is to
verify that the param-
eters have been met.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
EGD is reprocessed at the
parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

47. Does the printout
include which specific
flexible EGD was
reprocessed in the
Steris® 1 System
sterilizer? Yes or No
Note: In the event a bio-
logical indicator test
comes back positive, then
one must be able to know
what specific flexible
EGD was processed in
the sterilizer. The print-
out must include the
scope’s serial number.
The serial number is im-
portant to have written
on the printout to allow
one to be able to recall
the specific scope in the
event of a positive biologi-
cal indicator and also link
what scope(s) was used
on a given patient(s).

48. Do the records show
that a biological indicator
test was performed at
least daily on days the
Steris® 1 System steri-
lizer was anticipated to
be used? Yes or No
Note: The biological indi-
cator test must include
(1) a biological indicator
processed through the
sterilizer with results re-
corded and (2) a biologi-
cal indicator control that
is not processed through
the sterilizer with the re-
sults recorded. The re-
sults of the processed bio-
logical indicator must be
negative and the results
of the biological indicator
control must be positive.
All elements must be
present to answer “yes”
to this question.

49. Does the facility
have local, written stand-
ard operating procedures
in the event of a positive
biological indicator with
the Steris® 1 System
sterilizer? Yes or No
Note: The team should
review the document and
not ask whether one ex-
ists and accept a yes
answer.
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DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE ESOPHAGOGASTRODUODENOSCOPES (EGDS)
FY 2007 AND FY 2008

On the following two pages are the national summary results for flexible esopha-
gogastroduodenoscopes (EGDs) from the observational assessments conducted in FY
2007 and FY 2008. The results represent the percentage of yes or yes in compliance
answers that correspond to each of the questions contained within the observational
assessment (see attached spreadsheet). The national results are based on facility
and VISN submitted reports on the actual observation of staff reprocessing a flexible
EGD by a four person review team at the facility. The team consisted of a Patient
Safety Manager, an Infection Control Professional, a Quality Management Rep-
resentative and the Chief of SPD. Facility specific results were to be reported to fa-
cility management by the review team.

Facility management reported the results to VISN management. VISN manage-
ment reviewed the results and then submitted them to VA Central Office. Both
facility and VISN management were to review the results and develop corrective
action plans, if indicated.

The national summary results of the observational assessments have been pre-
sented to the following groups by staff from the National Infectious Diseases Pro-
gram: Under Secretary’s Coordinating Committee on Quality and Safety (USCCQS),
National Leadership Board (consisting of VISN Directors), VISN Chief Medical Offi-
cers, VISN Quality Management Officers, VISN Logistics Officers, VISN Patient
Safety Officers, Facility Chiefs of Supply, Processing and Distribution (SPD) and
Facility Infection Control Professionals.

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE ESOPHAGOGASTRODUODENOSCOPES (EGDS)
FY 2007 AND FY 2008

FY 07 FY 08
Percentage | Percentage
Question Number Yes Yes
1 1-4 1-4
Locations Locations
7% 7%
3 SPD 21 28
OR 30 30
oP 40 43
OTHER 33 30
4 93 95
5 74 85
6 67 80
7 40 67
8 68 81
9 96 97
10 100 99
11 82 92
12 97 98
13 97 98
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FY 07 FY 08
Percentage | Percentage

Question Number Yes Yes

14 100 99

15 100 94

16 67 91

17 96 98

18 85 96

19 86 96

20 91 97

21 99 96

22 NA 7
New 08

23 NA 3
New 08

24 NA 1
New 08

25 NA 4
New 08

26 66 60

27 42 43

28 93 94

29 74 79

30 90 96

31 100 99

32 100 100

33 46 100

34 41 100

35 33 47

36 87 87

37 85 87

38 78 92

39 64 77

40 100 99

41 60 79

42 81 84

43 96 100

44 96 95

45 83 79

46 60 77

47 82 88

48 90 96

49 87 90
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VHA National SPD Quality Management Observational Assessment Tool
Flexible Bronchoscopes

Station Number: November, 2007

Location of facility (city/state):

VISN #:

Name/Title of Contact Person:

Contact Person’s Phone Number:

This section of the observational assessment will entail a review of a flexible bronchoscope.
The facility review team (the Patient Safety Manager, Infection Control Professional, Quality
Management Representative and Chief of SPD) will need to identify every area in the facility
where a flexible bronchoscope and its components are reprocessed. This will require the re-
view team to coordinate their schedules with staff in areas where a flexible bronchoscope is
reprocessed. The review of flexible bronchoscopes will be limited to the parent facility and
does not include a review of flexible bronchoscopes reprocessed at remote locations, e.g., com-
munity based outpatient clinics. The team is encouraged though to eventually review any re-
processing of flexible bronchoscopes at remote locations. The team must go to each area at the
parent facility where a flexible bronchoscope is reprocessed and observe firsthand the flexible
bronchoscope actually being reprocessed after use. The team will conduct only one observation
per area where the flexible bronchoscope is being reprocessed.

The team must inform, in advance, any employee, of their intent to come and observe him/
her reprocessing this flexible bronchoscope. The team must also explain why they are coming
and what the observation will entail. The team must interact with the employee(s) in a colle-
gial and respectful manner. It is recommended that the team go and look at a flexible bron-
choscope and become familiar with it before using this observational assessment tool.

Again, the review team must observe staff, who are normally assigned to reprocess flexible
bronchoscopes, in each area at the parent facility where one is reprocessed and separately re-
port the findings for each area. Flexible bronchoscopes are typically reprocessed in SPD, the
Operating Room or an outpatient area, etc. So, again, the team must identify every area in
the parent facility where a flexible bronchoscope is reprocessed and fill in the columns in the
spreadsheet corresponding to each area (see below). The reason this is required is to observe
and assess if reprocessing is being performed correctly, consistently in each area throughout
the facility.

When observing the flexible bronchoscope being reprocessed the team will ask the employee
who is reprocessing the flexible bronchoscope to describe verbally what he/she is doing as he/
she works and why he/she is doing it. Through this observation and interaction the review
team Wﬂ% be able to answer most of the questions in this section of the observational assess-
ment tool.

IMPORTANT: The team must not prompt the employee to complete any of the reprocessing
steps covered in this observational assessment tool. The review team’s job is to observe
whether the employee is actually completing the reprocessing steps without being prompted.
The review team must also actually observe firsthand the employee performing the work and
not ask the employee whether he/she does any of the steps and accept a yes answer.

1. How many different
areas within the parent
facility are there in which
a flexible bronchoscope is
reprocessed?

Answer with a number
to indicate how many dif-
ferent areas. If the an-
swer is zero, then this
section is completed. If
the answer is one or
more then continue on.




111

Reminder: The team must complete this observational assessment tool for each
area at the parent facility where a flexible bronchoscope is reprocessed. On the
spreadsheet below, there are columns for the different locations that will need to be
filled in based on the answer to this question and question #3 below.

Place a “Y” or “N” in the
appropriate block. Yes | No

2. Are flexible broncho-
scopes reprocessed at re-
mote locations outside of
the parent facility, e.g.,
community based out-
patient clinics? Yes or No
Note: This will require
the review team to con-
tact each location and
ask if flexible broncho-
scopes are reprocessed at
it. Again, the review
team will NOT be re-
quired to conduct obser-
vations at these remote
locations and report on
them within this tool.
The review team is en-
couraged though to even-
tually review any reproc-
essing at these remote
locations.

3. Are flexible bron-
choscopes reprocessed at
the parent facility in:

a. SPD Yes or No

b. The operating room
Yes or No

c. Outpatient area
Yes or No

d. Other
Yes or No

Place a “Y” or “N” in the
appropriate block. Fill in

the name of the “Other Other Other Other
Location(s)” in the appro- Location | Location | Location
priate column(s) to the Operating | Outpatient

right, in which the flexible SPD Room Area

bronchoscope is reproc-
essed at the parent facility. | Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

4. Were the manufac-
turer’s instructions for re-
processing the flexible
bronchoscope available
for review? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.

5. Was a local, written
standard operating proce-
dure (SOP) for reprocess-
ing the flexible broncho-
scope available? Yes or No
Note: The team should
see the document and not
ask whether one exists
and accept a yes answer.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-

essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

6. Did the SOP follow
the manufacturer’s in-
structions for reprocess-
ing the flexible broncho-
scope? Yes or No

7. Was the SOP ap-
proved by the facility’s
Infection Control Com-
mittee? Yes or No
Note: The team should
see an actual document
which indicates it was
approved by the Infection
Control Committee.

8. Are current training
records available for each
employee who reprocesses
this flexible bronchoscope?
Yes or No Note: The
team will need to ask for
names of employees who
reprocess this flexible
bronchoscope and review
training documentation.
To answer yes all train-
ing records must be
present and current
within the past year.

9. Was a wet leak test
conducted on the flexible
bronchoscope? Yes or No
or Not Applicable (NA). If
NA, place an “NA” in the
“No” block.

10. Was the flexible
bronchoscope disassem-
bled so that all compo-
nents were separated for
reprocessing? Yes or No
or Not Applicable (NA). If
“NA”, place an “NA” in
the “No” block. Note:
Some flexible broncho-
scopes may or may not
have parts that require
disassembly. Parts in-
clude, e.g., water, suction
and biopsy ports/covers.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-
essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

11. Was an enzymatic
detergent solution pre-
pared in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team will need
to review the manufac-
turer’s instructions for
the enzymatic detergent.
The team should ensure
that the detergent being
used is an enzymatic de-
tergent (an enzymatic de-
tergent removes proteins
as well as other material)
and not merely a hospital
grade detergent (which
does not remove pro-
teins), and that it is a
combination of both. The
team should not only re-
view how the enzymatic
detergent solution is pre-
pared, but also what the
instructions are for how
many times it can be
used before it has to be
changed and what the
practice is at the facility.
See question 20 as well.

12. Was the flexible
bronchoscope and all its
components, channels
and lumens completely
immersed in an enzy-
matic detergent to cover
all external and internal
surfaces? Yes or No

13. Was the flexible
bronchoscope and its com-
ponents, channels and
lumens cleaned with an
enzymatic detergent, e.g.,
with a sponge or brush
using mechanical mo-
tions, to ensure biobur-
den was removed?

Yes or No

14. Was attention
given to brushing inter-
nal channels and lumens
to ensure bioburden was
removed? Yes or No

15. Were brushes, ap-
propriately sized, for the
internal lumen/channel
being cleaned, being
used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-
essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

16. Were new brushes*
used to clean each
flexible bronchoscope?
Yes or No Note: The
team is looking to see if
the same brushes are
used throughout the day
to process every flexible
bronchoscope and its
parts or whether new
ones are used for each
flexible bronchoscope
processed.

*New brushes are de-
fined as new out of the
package or those that
have been through a ster-
ilization process.

17. Were all internal
channels and lumens
flushed with an enzy-
matic detergent?

Yes or No

18. After processing in
the enzymatic detergent,
was the flexible broncho-
scope and its components
rinsed with water?

Yes or No

19. After processing in
the enzymatic detergent
was the flexible broncho-
scope’s internal channels
and lumens flushed with
water? Yes or No

20. If indicated in the
manufacturer’s instruc-
tions, was the enzymatic
detergent changed after
each flexible bronchoscope
was cleaned? Yes or No
or Not Applicable (NA)
Note: The team will need
to refer to the manufac-
turer’s instructions for
use. If “NA”, place “NA”
in the “No” block.

21. Is the sink that is
used for the cleaning
processes above cleaned
at least on a daily basis?
Yes or No Note: The
team will probably not be
able to observe this being
done, but should ask who
cleans the sink and how
often is it cleaned.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-
essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

After the decon-
tamination/cleaning
process, how is the
flexible bronchoscope
reprocessed? Answer
the following questions
below.

22. Is it sterilized in
an ethylene oxide (EtO)
sterilizer? Yes or No

23. Is it sterilized in a
steam sterilizer?
Yes or No

24. Is it sterilized in a
Sterrad® Sterilizer?
Yes or No

25. If it is sterilized in
a Sterrad® Sterilizer, is
there written validation
from the manufacturer
of the flexible broncho-
scope on file? Yes or No
Note: The team should
review the actual written
validation.

26. Is it sterilized in a
Steris® 1 System steri-
lizer? Yes or No

27. Is it high-level dis-
infected? Yes or No

If the answer to
question 27 above was
yes, the team needs to
complete questions 28—
39 below for high-level
disinfectant.

If the answer to
question 26 above was
yes, the team needs to
complete questions 40-
49 below for Steris® 1
System sterilizer.

If the answer to
question 22 (EtO),
23 (Steam) or 24
(Sterrad® Sterilizer)
above was yes, then
this section is com-
plete.

High Level
Disinfectant

28. If a high-level dis-
infectant is used, was it
checked before use in ac-
cordance with the manu-
facturer’s instructions
with a chemical strip to
validate its strength to
effectively disinfect?

Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-

essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

29. After testing the
high-level disinfectant,
was the result recorded
and signed by the person
doing the testing? Yes or
No Note: Both recording
and signature must be
done to answer “yes” to
this question.

30. If high-level disin-
fectant was used, was it
used in accordance with
the manufacturer’s in-
structions? Yes or No
Note: The team must re-
view the manufacturer’s
instructions of the high-
level disinfectant being
used. The team is check-
ing to see what the expo-
sure time is and whether
the scope and its compo-
nents were in the high-
level disinfectant for the
time period required. The
team should ask how the
individual reprocessing
the scope and its compo-
nents knows that it was
exposed for the required
time, e.g., is a timer and
log book used?

31. If high-level disin-
fectant was used, was the
flexible bronchoscope and
its components com-
pletely immersed in it to
cover all external and in-
ternal surfaces? Yes or No

32. If high-level dis-
infectant was used, was
attention given to flush-
ing channels and lumens?
Yes or No

33. If high-level dis-
infectant was used, was
the flexible bronchoscope
and all its components
rinsed thoroughly rinsed
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No

34. If high-level dis-
infectant was used, was
attention given to flush-
ing/rinsing the internal
channels and lumens of
the flexible bronchoscope
with the appropriate type
of water according to the
manufacturer’s instruc-
tions? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-

essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

35. If high-level dis-
infectant was used, and
after rinsing/flushing
with the appropriate type
of water, was the flexible
bronchoscope and its
parts dried with a sterile
towel? Yes or No

36. Was the flexible
bronchoscope rinsed with
alcohol, its channels
flushed with it and
then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

37. Was the flexible
bronchoscope stored in a
clean, closed container or
hung vertically in a
clean, closed cabinet
without the end of it
touching the bottom of
the cabinet?

Yes or No

38. Was a log main-
tained to reflect what
specific scopes were re-
processed in high-level
disinfectant? Yes or No
Note: The log should in-
clude the serial number
of each scope reprocessed,
the date it was dis-
infected, and the name of
the individual doing the
reprocessing. All must be
present to answer yes to
this question.

39. Is the SOP written
clearly enough that the
team would be able to
take the SOP and use it
to correctly reprocess the
flexible bronchoscope?
Yes or No

Steris® 1 System
Sterilizer

40. Were all the con-
nectors identified for the
specific scope used to re-
process the flexible bron-
choscope? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-

essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

41. Was the flexible
bronchoscope rinsed with
alcohol, its channels/
lumens flushed with it
and then blown out with
compressed air before it
was stored if it was not
going to be used within
2 hours? Yes or No
Note: All must be done
to answer yes to this
question.

42. After reprocessing
in the Steris® 1 System
sterilizers was the flexi-
ble bronchoscope stored
in a clean, closed con-
tainer or hung vertically
in a clean, closed cabinet
without the end of it
touching the bottom of
the cabinet? Yes or No

Steris® 1 System
sterilizers have a re-
cording device that
provides a printed
record that indicates
the amount of time the
sterilizer ran and
whether sterilant con-
centration was met for
each cycle. It must be
reviewed by an em-
ployee who is respon-
sible for reprocessing
the flexible broncho-
scope and have his/her
signature recorded on
it to indicate that it
has been reviewed and
meets parameters each
time the sterilizer is
used.

The review team
must review records
for the past 1-month
period for all ques-
tions where indicated
so as to have the most
current information.

43. Does the Steris® 1
System sterilizer have a
printout for each time it
has been used? Yes or No
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-
essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

44. For each time the
Steris® 1 System steri-
lizer was used, did it meet
time and concentration
parameters? Yes or No
Note: The usual cycle
time is 28 minutes, but
varies. The team will
need to review the manu-
facturer’s instructions.
The printout will indicate
whether the sterilant con-
centration was met or not
by having, e.g., aborted,
cycle aborted, on it.
Aborted or similar terms
mean the cycle was not
completed and the items
not sterilized. The team
will need to review the
printout and see what
time was reached and re-
corded on the printout
and if the printout
indicated the cycle was
aborted or not.

45. If there were any
instances that the
Steris® 1 System steri-
lizer did not meet param-
eters, was documentation
available to reflect that
actions were taken to de-
termine the cause, correct
it, and that the flexible
bronchoscope was sent
back for another attempt
to sterilize it? Yes or No
Note: All must be present
to answer “yes” to this
question.

46. Has each printout
been reviewed by the em-
ployee who is responsible
for reprocessing the flexi-
ble bronchoscope, which
should be indicated on
the printout by a signa-
ture of the person doing
the review? Yes or No
Note: The printout is not
to be initialed, it must be
signed. The signature
must be legible to iden-
tify the person who re-
viewed it. The signature
must be the person’s
usual signature that they
would normally use. The
review is to verify that
the parameters have been
met.
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Place a “Y” or “N” in the
appropriate block. Fill in
the name of the “Other
Location(s)” in the appro-
priate column(s) to the
right, in which the flexible
bronchoscope is reproc-

essed at the parent facility.

Other Other Other
Location | Location | Location
Operating | Outpatient
SPD Room Area
Yes | No | Yes | No Yes No | Yes | No | Yes | No | Yes | No

47. Does the printout
include which specific
flexible bronchoscope was
reprocessed in the
Steris® 1 System
sterilizer? Yes or No
Note: In the event a bio-
logical indicator test
comes back positive, then
one must be able to know
what specific flexible
bronchoscope was proc-
essed in the sterilizer.
The printout must in-
clude the scope’s serial
number. The serial num-
ber is important to have
written on the printout to
allow one to be able to re-
call the specific scope in
the event of a positive bi-
ological indicator and also
link what scope(s) was
used on a given pa-
tient(s).

48. Do the records show
that a biological indicator
test was performed at
least daily on days the
Steris® 1 System steri-
lizer was anticipated to
be used? Yes or No
Note: The biological indi-
cator test must include
(1) a biological indicator
processed through the
sterilizer with results re-
corded and (2) a biologi-
cal indicator control that
is not processed through
the sterilizer with the re-
sults recorded. The re-
sults of the processed bio-
logical indicator must be
negative and the results
of the biological indicator
control must be positive.
All elements must be
present to answer “yes”
to this question.

49. Does the facility
have local, written stand-
ard operating procedures
in the event of a positive
biological indicator with
the Steris® 1 System
sterilizer? Yes or No
Note: The team should
review the document and
not ask whether one ex-
ists and accept a yes
answer.
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6/18/09

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE BRONCHOSCOPES
FY 2007 AND FY 2008

On the following two pages are the national summary results for flexible broncho-
scopes from the observational assessments conducted in FY 2007 and FY 2008. The
results represent the percentage of yes or yes in compliance answers that cor-
respond to each of the questions contained within the observational assessment (see
attached spreadsheet). The national results are based on facility and VISN sub-
mitted reports on the actual observation of staff reprocessing a flexible bronchoscope
by a four person review team at the facility. The team consisted of a Patient Safety
Manager, an Infection Control Professional, a Quality Management Representative
and the Chief of SPD. Facility specific results were to be reported to facility man-
agement by the review team.

Facility management reported the results to VISN management. VISN manage-
ment reviewed the results and then submitted them to VA Central Office. Both
facility and VISN management were to develop corrective action plans, if indicated.

The national summary results of the observational assessments have been pre-
sented to the following groups by staff from the National Infectious Diseases Pro-
gram: Under Secretary’s Coordinating Committee on Quality and Safety (USCCQS),
National Leadership Board (consisting of VISN Directors), VISN Chief Medical Offi-
cers, VISN Quality Management Officers, VISN Logistics Officers, VISN Patient
Safety Officers, Facility Chiefs of Supply, Processing and Distribution (SPD) and
Facility Infection Control Professionals.

DEPARTMENT OF VETERANS AFFAIRS

NATIONAL SUPPLY, PROCESSING AND DISTRIBUTION (SPD) QUALITY
MANAGEMENT OBSERVATIONAL ASSESSMENT TOOL RESULTS

FLEXIBLE BRONCHOSCOPES
FY 2007 AND FY 2008

FY 07 FY 08
Percentage | Percentage
Question Number Yes Yes
1 1-4 1-4
Locations Locations
5% 8%
3 SPD 43 47
OR 46 37
oP 35 39
OTHER 37 26
4 82 92
5 70 81
6 59 83
7 36 66
8 55 77
9 80 94
10 99 99
11 73 88
12 85 95
13 89 96
14 96 97
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FY 07 FY 08
Percentage | Percentage

Question Number Yes Yes

15 96 96

16 73 87

17 89 96

18 86 93

19 82 90

20 90 95

21 89 92

22 NA 22
New 08

23 NA 3
New 08

24 NA 1
New 08

25 NA 2
New 08

26 66 69

27 30 28

28 89 98

29 77 88

30 80 95

31 96 100

32 98 98

33 38 98

34 36 98

35 31 66

36 78 86

37 89 91

38 65 67

39 57 93

40 98 98

41 57 77

42 83 90

43 98 99

44 93 93

45 83 87

46 58 69

47 79 85

48 90 92

49 88 92

O
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