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FIELD HEARING: PHILADELPHIA VA
TERMINATED CANCER TREATMENT PROGRAM

MONDAY, JUNE 29, 2008

U.S. SENATE,
COMMITTEE ON VETERANS’ AFFAIRS,
Philadelphia, PA.

The Committee met, pursuant to notice, at 10 a.m., in multipur-
pose room 1, Philadelphia VA Medical Center, Hon. Arlen Specter,
presiding.

Present: Senator Specter, House Representatives Adler and
Fattah.

OPENING STATEMENT OF HON. ARLEN SPECTER,
U.S. SENATOR FROM PENNSYLVANIA

Senator SPECTER. Good morning, ladies and gentlemen. The hour
of 10 having arrived, we will proceed with this hearing of the Vet-
erans’ Affairs Committee of the U.S. Senate.

One of the constitutional responsibilities of the Senate is to con-
duct oversight on activities of the Federal Government. We all
know the tremendous debt which is owed by our society to the vet-
erans of America who have fought in wars to establish and main-
tain our liberty, and one of the responses by a grateful government
has been to provide medical care for the veterans. This is a subject
which is very near and dear to my heart, because the first veteran
I knew was my own father, Harry Specter.

My story is a typical American story, both parents were immi-
grants. My father came to this country from Russia in 1911 at the
age of 18 and spoke about the privilege of being an American and
serving with the American expeditionary force in France in 1918 to
make the world safe for democracy. He was wounded in action. The
government promised World War I veterans a $500 bonus—you
could say they made him a $500 promise, too—and that promise
was broken, as so many promises are broken by the Federal Gov-
ernment.

After being elected in 1980, I immediately joined the Veterans’
Affairs Committee in the U.S. Senate because of my concern for
fair and equitable treatment for veterans, and had the honor to
serve for 6 years as Chairman of the Veterans’ Affairs Committee.

This hearing has been convened as a result of widespread pub-
licity about problems in the Veterans Administration here in the
city of Philadelphia. A week ago yesterday, there were extensive
Sunday stories by both the Philadelphia Inquirer and The New
York Times. Those stories reported that there was a systematic
problem on the treatment of prostate cancer at the Philadelphia VA
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Medical Center, causing 82 veterans to receive incorrect doses of
radiation. There was a procedure undertaken where there were
seeds implanted to kill the cancer cells, but the seeds were planted,
in some cases, in the bladder or elsewhere. The New York Times
characterized the procedures here as a “rogue cancer unit.”

One factor which we will inquire about today is why these errors
were not detected for a period of some 6 years; and why the over-
sight was done by the operative physicians themselves, as opposed
to some independent agency; and a major question exists as to
what can be done to correct whatever problem existed; and what
assurances can be given to the veterans and the public that the
procedures will be maintained and corrected so that appropriate
service will be given to the veterans who are served here.

We now turn to our first witness, who is Reverend Ricardo
Flippin, a patient who was mentioned in the articles that I referred
to. Reverend Flippin is a 21-year veteran of the U.S. Air Force who
received his treatment here. He is a native of Philadelphia, but
currently resides in Charleston, West Virginia.

In accordance with the standard procedures, we will have testi-
mony limited to 5 minutes, and then there will be questioning.

I expect to be joined by Congressman John Adler from New Jer-
sey of the House of Representatives Veterans’ Committee, and we
will ask all witnesses to observe the time limit. There is a clock in
front of each witness.

Reverend Flippin, we thank you for coming from West Virginia.
We understand that you are a native of Philadelphia, Pennsylvania
and we look forward to your testimony. You may proceed.

STATEMENT OF REVEREND RICARDO FLIPPIN,
UNITED STATES AIR FORCE VETERAN

Rev. FLIPPIN. Thank you. Senator Specter, I would like to thank
you for your interest in this situation at the Philadelphia VA, and
for inviting me here today.

Although I was born and raised in Philadelphia, I had been ab-
sent from the Philadelphia area from the time that I left to join the
Air Force. I returned to Philadelphia in 2004 to take care of my
mother, whose health was failing. As I did not have a private phy-
sician in this area, I decided that I would try to take advantage of
my benefits as a veteran and I sought medical care from the Phila-
delphia VA. This was my first contact with the VA health care
system.

On April 15, 2004, I made my first trip to the Philadelphia
VAMC, because my family doctor in Charleston told me that my
PSA was increasing and that I should make a point of following up
with the doctor when I got to Philadelphia. A PSA test was per-
formed on my first visit, which showed a level of 7.04. It took the
VA until May 9, 2005, to actually treat my prostate.

On June 3, 2004, I returned to the Philadelphia VA and was
given a referral for a urology consult. This consult took place on
June 29, 2004. I was scheduled for a biopsy which took place on
August 26, 2004.

On September 23, 2004, I was advised that I had cancer. In De-
cember 2004, I met with a physician to discuss my opinions.
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In January 2005, I believe that I met with the radiation
oncologist. He was quite convincing that brachytherapy was the
best option for my situation and that he had received good results
from this procedure in the past; and he had performed hundreds
of them. Let me say at this point that that is what impressed me,
that this physician had told me—looking me eyeball to eyeball—
that he had actually performed over 600 brachytherapy procedures.
My procedure was not scheduled until May 9, 2005. By then, my
mother had passed away and I had returned to Charleston, West
Virginia to be with my wife, my granddaughter, and my niece.

During the time after my procedure, I had medical problems that
required me to return to the VA on several occasions for additional
medical care. Eventually, the VA sent me to the Ohio State Univer-
sity for an additional procedure with a specialist. Until I received
notification from the VA in Philadelphia that they were inves-
tigating my medical care as well as the medical care of other vet-
erans, no one had ever told me that there had been any problem
with the procedure that was performed at the Philadelphia VA. To
date, no one from the Philadelphia VA has specifically told me
what went wrong with my procedure, nor have I been advised to
what the effects of this procedure has been and will be on me.

On July 2, 2008, they sent me a letter saying, “Our review of
your treatment program has indicated that there is a possibility
that you received the radiation to your prostate gland that was less
than your physician intended,” which led me to believe that there
was something wrong with the seeds or perhaps the equipment.
The letter never mentioned that other parts of my body apparently
got a radiation dose greater than my physician intended.

On August 15, 2008, they sent me a letter saying that the treat-
ment did not meet the VA standard of care. The results of a CT
scan indicate that the treatment that you received did not meet the
VA’s high standard of care. “You recently were notified by tele-
phone of this result, and this letter is being sent to confirm that
conversation. We have also advised your VA primary care physi-
cian of this fact, and we will send him/her a copy of this letter.”

They sent me some forms for filing a claim, which was nice of
them, but not one person in the VA told me what the effects of the
surgery that I received were. No one from the Philadelphia VA and
no one from the West Virginia VA has written me or called me and
saig that I am more likely to get a reoccurrence. No one has
said——

Senator SPECTER. Reverend Flippin, before your time expires,
would you tell us what injuries, if any, you sustained.

Rev. FLIPPIN. I sustained a radiation burn to my rectum which
caused me to be laid up for 5 months; 24 hours a day, bedridden.

Senator SPECTER. You may proceed.

Rev. FLIPPIN. For the last several years, I have worked with a
program designed to help veterans deal with the issues that they
face. My biggest concern is that there may be veterans out there
who have had this happen to them and they have not gotten the
message from the VA. As someone who has spent 20 years active
duty in the Air Force and as someone who regularly works with
veterans to see that they get the services they need, I know that
there are probably some veterans out there who received letters
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but did not open them because they were from the VA. They also
may have received phone calls they did not return because they
were from the VA. And my hope is that the attention that this is
creating will make those guys or, more likely, their spouses or fam-
ily members, go back and open those letters and get the follow-up
treatment that they need.

Finally, I really cannot add anything to the discussion about Dr.
Kao. I have never met the gentleman. He was not the doctor who
I met with to decide the type of therapy to select. I was surprised
to learn this week that he was a contractor. No one told me that
my surgery was going to be done by someone who did not work for
the VA.

Thank you for your concern about the medical care that veterans
are receiving from the Department of Veterans’ Affairs.

[The prepared statement of Rev. Flippin follows:]

PREPARED STATEMENT OF REV. RICARDO C. FLIPPIN, U.S. AIR FORCE VETERAN,
CHARLESTON, WEST VIRGINIA

I would like to thank you for your interest in the situation at the Philadelphia
VA, and for inviting the here today.

Although I was born and raised in Philadelphia, I had been absent from the
Philadelphia area from the time that I left to join the Air Force. I returned to Phila-
delphia and 2004 to take care of my mother, whose health was failing. As I did not
have a private physician in this area, I decided that I would try to take advantage
of my benefits as a veteran and I sought medical care from the Philadelphia VA.
This was my first contact the VA health care system.

On April 15, 2004, I made my first trip to the Philadelphia VA, because my family
doctor in Charleston had told me that my PSA was increasing and that I should
make a point of following up with the doctor, when I got Philadelphia. A PSA test
was performed on my first visit, which showed a level of 7.04. It took the VA until
May 9, 2005, to actually treat my prostate.

On June 3, 2004, I returned to the Philadelphia VA and was given a referral for
an urology consult. This consult took place on June 29, 2004. I was scheduled for
a biopsy, which took place on August 26, 2004. On September 23, 2004, I was ad-
vised that I had cancer. In December 2004, I met with the physician to discuss my
options. In January 2005, I believe that I met with a radiation oncologist. He was
quite convincing that brachytherapy was the best option for my situation and that
he had received good results from this procedure in the past and had performed
hundreds of them. My procedure was not scheduled until May 9, 2005. By then, my
mother had passed away and I had returned to Charleston, West Virginia, to be
with my wife, my granddaughter and niece.

During the time after my procedure, I had medical problems that required me to
return to the VA on several occasions for additional medical care. Eventually, the
VA sent me to Ohio State University for an additional procedure with a specialist.
Until I received notification from the VA, in Philadelphia, that they were inves-
tigating my medical care, as well as the medical care of other veterans, no one ever
told me that there had been any problem with the procedure that was performed
at the Philadelphia VA. To date, no one from the Philadelphia VA has specifically
told me what went wrong with my procedure, nor have I been advised as to what
the effects of this procedure have and will be on me.

On July 2, 2008, they sent me a letter saying “. . . Our review of your treatment
program has indicated that there is a possibility that you received a radiation dose
to your prostate gland that was less than your physician intended. . . .”

Which led me to believe, that there was something wrong with the seeds, or per-
haps the equipment? The letter never mentions that other parts of my body, appar-
ently, got a radiation dose greater than my doctor intended.

[The July 2, 2008, letter follows:]



Recently, the Philadelphia VA Medical Center has begun a review of our brachytherapy
program, including the treatment of patients who, like you, received care through that program.
O review of vour treatment program has indicated that there is & possibility that you received a
radiation dose to your prostate gland that was less than your physician intended. Because of this,
we agk that you visit the medical center at your earliest convenience to have your condition
exarmined and to underpgo & new computed tomographic exam (CT scan) so that we can
determine whether the treatment vou received was adequate for your needs,

1 yuu husve not already been contacted, 1°d appreciate it if you would call Pamela Devine, RN, in
the Radiation Oncology Department & (215) 823-5855 or toll fres at (B00) 948-1001 extension

1 0 set l_l‘EEl‘time for your visit. There will be ne co-payment associated with this
appomtment. We have also established a special toll free number for you to call if you have any
questions about your care. That number is (866) 705-45598, A VA employee will be available to
help you between the hours of 7:00 am. and 5:00 p.m.

Additionally, we can provide you with information regarding administrutive claims and claims
for benefits that are available to you if you believe you were harmed by your radiation therapy.
For more information, please contact Sug Bighny RN at 800-249-1001 extension 6338,

Please acoept my sincere apology for the situation that prompted this letter. | understand the
responsibility and trust you place in us, and my staff and [ will do all we can to promptly and
effectively address this issue.

On August 15, 2008, they sent me a letter saying that the treatment did not meet
the VA’s standard of care.

¢

‘. . . The results of the CT scan indicate that the treatment you received
did not meet VA’s high standard of care. You recently were notified by tele-
phone of this result and this letter is being sent to confirm that conversa-
tion. We have also advised your VA primary care physician of this fact, and
we will send him/her a copy of this letter.”

[The August 15, 2008, letter follows:]
Dicar Mr. Flippin,

Recengly a lstter was sent to notify you that the care you received for prostate cancer at the
Philadelphia VA Medical Center was beimg reviewed. As part of the follow up to assess your
treatment, 8 follow-up CT scan was performed. The results of the CT scan indicate that the
greatment you received did not meet VA's high standard of care. You recently were notified by
telephone of this resalt and this letter s being sent to confirm that conversation. Wee have also
advised your VA primary care physician of this fact, and we will send hinvher o copy of this
Hetter,

1f yow have any further questions, please ¢all Pamela Devine, RN, in the Radiation Oncology
Department at (215) £23-53855 to st up o time for your visit.

Included in this packet is informatian regarding the filing of sdministrative claims and benefits
for which you may be eligible. If you have questions about the benefits or cluims, please call

Sue Kirlin, RN, Risk Manager, it (215) 823-6338 or wll free at (800) 949-1001, extension 6338
or 6022,

1 apologize for any inconvenience, or concerns this may cause reganding the care that you
received at the Philadelphia WA Medical Center,

Sincerely,

fhad 5
[ 5. CITRON, FACHE

Medical Center Drrector
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They sent me some forms for filing a claim, which was nice of them, but not one
person in the VA told me what the effects of the surgery that I received were. No
one from the Philadelphia VA, no one from the Charleston VA, has written me, or
called me, and said that I'm more likely to get a reoccurrence, no one has said that
I should come in more regularly for monitoring, no one from the VA has said that
you're going to be fine. I learned from the newspaper that they had 6 veterans go
out to the Seattle VA to have their procedures redone, so I hope that I'm not that
bad. It is particularly upsetting that they have not told me anything about my fu-
ture because some of the NRC materials make it seem as if a very thorough inves-
tigation has been commissioned by the VA and that an expert has reviewed each
of the cases. As a matter of fairness, one would think that they would have told
each veteran what the results of the outside study were, or that they would have
provided this information to my primary care doctor, to help them with my future
medical care.

For the last several years I have worked with a program designed to help vet-
erans deal with the issues that they face. My biggest concern is that there may be
veterans out there who have had this happen to them, and they have not gotten
the message from the VA. As someone who spent twenty years on active duty in
the Air Force, and as someone who regularly works with veterans, to see that they
get the services that they need, I know that are probably some veterans out there
who didn’t open the letters that they got from the VA, because they were from the
VA, they didn’t return the phone calls they got from the VA, because they were from
the VA, and my hope is that the attention that this hearing is creating will make
those guys, or more likely their spouses or family members, go back and open those
letters and get the follow up treatment that they may need.

Finally, I really can’t add anything to the discussion about Dr. Kao. I have never
met the gentleman. He was not the doctor who I met with to decide which type of
therapy to select. I was surprised to learn this week that he was a contractor; no
one told me that my surgery was going to be done by someone who did not work
for the VA.

Thank you for your concern about the medical care that veterans are receiving
from the Department of Veterans Affairs.

Senator SPECTER. Thank you, Reverend Flippin.

Without objection, I will put into the record a statement from
U.S. Representative Allyson Y. Schwartz of Pennsylvania’s District
13.

[The prepared statement of Ms. Schwartz is found in the Appen-
dix.]

Senator SPECTER. I would like to turn now to Congressman John
Adler, House of Representatives, who is a member of the Veterans’
Affairs Committee and who, early on, spoke out about this issue.

Welcome, Congressman Adler. Would you care to make an open-
ing statement?

STATEMENT OF HON. JOHN ADLER,
REPRESENTATIVE FROM NEW JERSEY

Mr. ADLER. Senator, thank you very much, and thank you as
well on behalf of the veterans of America and the people of America
for your calling this field hearing here today. You acted promptly
when you learned about the troubles we have had with the brachy-
therapy program here at this VA hospital. Your concern for vet-
erans has been noted for a number of years, but the fact that you
fvyoul}? have such a prompt hearing, I think the country thanks you
or that.

Our first President, George Washington, once said, “The willing-
ness with which our young people are likely to serve in any war,
no matter how justified, shall be directly proportional as to how
they perceive the veterans of earlier wars were treated and appre-
ciated by their country.”
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The veterans like Reverend Flippin who sought treatment for
their prostate cancer at the Philadelphia VA Hospital did not re-
ceive the quality health care their selfless service to our country
earned them.

The people responsible for administering the substandard care in
brachytherapy let our veterans down and sent the wrong message
to young men and women thinking about joining our all-volunteer
Armed Forces. We must do better for them.

So, it is my sense that this hearing today and the hearing we
will have in Washington next week are about evaluating what hap-
pened, not to cast blame, although there is certainly some blame
to go around, but to reassure our veterans and those considering
volunteering for our Armed Forces in the future, that we will keep
faith with the commitment we have made to them as they have
kept faith with us by keeping us safe, keeping us free, and keeping
us the strongest country in the world.

Reverend Flippin, I thank you for your 20 years of active duty
service; that would have been enough. But I thank you as well for
coming forward to share with us in this room, the newspapers, and
America, the substandard care you received. It would have been
enough if you had just soldiered on as you had while on active duty
and suffered quietly, but the fact that you would share your experi-
ence, share your physical pain and your emotional trauma so that
we can learn from it, so that we can set in place a new standard
of care to meet the needs of our veterans, like yourself, going for-
ward, is greatly to your credit. It is part of your ongoing service
to your country, and I appreciate it. I am sure Senator Specter ap-
preciates it, Representative Schwartz appreciates it, all the people
from our region and from the whole country should join us in
thanking you for testifying.

I wonder at what point you first decided we were letting you
down as a country. At what point did you think—during your proc-
ess, during your treatment—that the VA Hospital was not giving
you the standard of care you deserved.

Senator SPECTER. Congressman Adler, we are going to hold the
questions for the first round of questioning.

Mr. ADLER. I am sorry. Fine. I apologize.

Senator SPECTER. It is OK.

We will turn now to Congressman Chaka Fattah for an opening
statement.

Thank you for joining us, Congressman Fattah.

OPENING STATEMENT HON. CHAKA FATTAH,
REPRESENTATIVE FROM PENNSYLVANIA

Mr. FATTAH. Well, Senator, I rearranged my schedule so that I
could be here. I want to thank you for holding this hearing. It is
very timely. This is a great facility that has provided a lot of care
for our veterans over many years, but this incident raises an ex-
traordinary level of concern, and I want to thank you for convening
us today. I am here to get some answers.

So, rather than giving a major opening statement, I want to
thank the Reverend for his service to the country. My brother also
served in the Air Force, and I think it also says a great deal about
you that you returned to Philadelphia to care for your ailing moth-
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er, and that you are leading a faith community. You are of service
to our country in every respect, and we want to get to the bottom
of what happened. In incidents where mistakes happened, we are
all human beings—but the question becomes, what was done once
the mistake was realized, and whether or not, in this instance, all
of our veterans were best served.

I thank the Senator for using the weight of his office to convene
us so that we could begin to get to the answers to this question.
Senator Specter, for your leadership on this subject, I thank you.

Senator SPECTER. Thank you, Congressman Fattah.

Before turning to questions, we are going to hear from other wit-
nesses.

I would like to call now Dr. Gary Kao to the witness stand, if
Dr. Kao would step forward.

Dr. Kao has a bachelor’s degree from John Hopkins University,
an M.D. from John Hopkins School of Medicine, and a Ph.D. from
the University of Pennsylvania. He was board certified in 1994 by
the American Board of Radiology, and was contracted by the VA
in 2002.

We are calling on Dr. Kao early because he has been identified
in the news accounts as having performed a number of the opera-
tive procedures in question.

I note that you are accompanied Dr. Kao, and if those who have
accompanied you would identify themselves, I would appreciate it.

Mr. VAIRA. Good morning, Senator Specter, Congressmen. I am
Peter Vaira of the Law Firm of Vaira & Riley, and my associate
is William Murray, from my law firm.

Senator SPECTER. Thank you very much, Mr. Vaira.

Dr. Kao, the floor is yours and you may proceed.

STATEMENT OF GARY KAO, M.D., PH.D., ASSOCIATE PRO-
FESSOR, RADIATION ONCOLOGY, UNIVERSITY OF PENNSYL-
VANIA; ACCOMPANIED BY PETER F. VAIRA, ATTORNEY,
SHAREHOLDER, VAIRA & RILEY, P.C.; AND WILLIAM J. MUR-
RAY JR., ASSOCIATE, VAIRA & RILEY, P.C.

Dr. Kao. Thank you, Senator Specter and Congressmen, for the
opportunity to voluntarily appear before you so that I may be
heard on this very important subject matter and correct some very
serious false allegations contained in recent publications about me,
most notably The New York Times.

I have worked very hard in my life to best serve the field of radi-
ation oncology and my patients in over 15 years of clinical practice.
My dedication to my work is reflected in my educational achieve-
ments, earning a bachelor’s degree and a medical doctorate degree
from Johns Hopkins University and its School of Medicine, followed
by medical internship and residency and radiation oncology resi-
dency. This culminated in board certification in radiation oncology.

I am especially proud that, in 15 years of continuous medical
practice, there has not been a single malpractice claim against me.
My impeccable background and commitment to the care of my pa-
tients make the false accusations against me particularly dev-
astating and misguided.

Let me first express my sincere sadness to the plight of Reverend
Flippin. I would have welcomed the opportunity to do anything I
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could to help him, but I have never been contacted by Reverend
Flippin or anyone on his behalf after the procedure; and therefore,
do not know about his complaints and symptoms which arose about
a year after his procedure.

I was first notified about Reverend Flippin from The New York
Times article published the previous Sunday, and because I have
not had access to any of his records since leaving the VA, I am un-
able to further comment on his medical treatment or condition.

What I can truthfully report is that I, along with others at the
Philadelphia VA, implemented the program for brachytherapy to
serve the best interest of veterans. Contrary to allegations that I
was a “rogue physician,” there were precise standard operating pro-
cedures formulated and followed and a system of monitoring and
oversight. We formulated the first algorithm of any radiation oncol-
ogy procedure at the VA to define those standard operating proce-
dures. As with any program, it is not without incidents or chal-
lenges; however, I have always acted in the best interests of the
patients in delivering this important treatment. I have never, nor
would I ever, falsify documents, cover up results, or act in a man-
ner detrimental to the interest of any patient.

What has become clear is that a misunderstanding of elementary
principles or concepts have led some to inappropriately and incor-
rectly conclude that deficient care was routinely rendered; it was
not the case. It is important that these issues be clearly under-
stood. A fundamental issue which I want to directly address and
which has been misunderstood is the subject of what the NRC de-
fines as a reportable medical event and its applicability to our work
at the VA.

Here are the facts:

Fact one, the standard definition of a reportable medical event
to the NRC was not in existence when the brachytherapy program
started at the VA. The definition was specifically never mentioned
in my training in brachytherapy at the Northwest Hospital in Se-
attle, nor was it clarified by NRC personnel in their investigations
in 2003 or 2005 when they were on site at the Philadelphia VA.
This definition was not the subject of any training provided to us
by the NRC or the VA.

Fact two, the definition of a reportable medical event to the NRC
does not define a standard of effectiveness of medical treatment ei-
ther scientifically or medically.

A patient whose treatment results in a reportable medical event
may still have received effective treatment and be within the ap-
propriate standard of medical care.

Fact three, the appropriate standard of medical care for brachy-
therapy should not be determined by the NRC definition of a re-
portable medical event. There are many more significant factors
that determine appropriate treatment, such as the number of
seeds, the location of seeds in the prostate, location of seeds outside
the prostate, the concentration of seeds in the affected area of the
prostate, the size, shape of the prostate, the stage, grade, extent,
and location of the cancer, and the clinical follow-up of the PSA
test results, all of which are not addressed in the NRC defined
standards.
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The field of brachytherapy during the period of 2002 to 2008 was,
and still is, an evolving field. While certain conditions and cir-
cumstances at the Philadelphia VA could have been improved, I am
confident—based on my knowledge of the field and the nature of
the patients treated at the VA—that during my tenure the patients
received appropriate medical care, which was effective in address-
ing their cancer.

In considering my experience at the VA and experience in the
brachytherapy program, however, there are certainly issues which
need to be addressed and implemented regarding the care provided
to our veterans. These include the following:

One, a system should be established so that a treating VA physi-
cian is notified when his or her patient presents for treatment at
any other VA medical center. This should be accomplished with ap-
propriate confidentiality and privacy safeguards, but which would
enable a VA physician to have access to the patient’s electronic
medical records at any other VA medical center.

For complex medical procedures such as brachytherapy, two,
there should be a uniform set of standard operating procedures es-
tablished through a collaboration of the involved health care profes-
sionals and administrative personnel. Once defined, these standard
operating procedures should be applied throughout the entire VA
system with appropriate treatment.

Three, there should be a method of categorizing systemic prob-
lems by level of urgency, so that serious problems such as those in-
volving failures of medical equipment or transfer of patient-related
data will receive immediate attention from the proper personnel to
be quickly resolved.

Four, there should be a formal system by which the NRC and
other national regulatory bodies would be required to continually
train doctors and other personnel in the latest defined standards.

Five, the respective medical disciplines of separate VA hospitals
should have a formal system of continuous dialog, together about
difficulties encountered during practice, and possible suggested so-
lutions. This could be accomplished with the aid of a videoconfer-
encing system to which all VA physicians have access.

Six, for every complex medical procedure, there should be suffi-
cient funds for the VA to provide timely and complete care to vet-
erans. Relating to my own experience, having a full-time medical
physicist dedicated to brachytherapy would have enabled us to
transition earlier to a real-time system of brachytherapy.

Thank you, Senator and Congressmen.

[The prepared statement of Dr. Kao follows:]

PREPARED STATEMENT OF GARY KAO, M.D., PH.D., ASSOCIATE PROFESSOR,
RADIATION ONCOLOGY, UNIVERSITY OF PENNSYLVANIA

INTRODUCTION

I became a doctor because of my desire to help people. I am and always have con-
sidered myself to be a compassionate dedicated physician who prides himself in tak-
ing care of his patients. I have never knowingly hurt any of my patients and my
record shows that to be true—I am proud that I have not had a single malpractice
claim filed against me in fifteen years of continuous clinical practice. In 1984 I grad-
uated from Johns Hopkins University with a Bachelor of Arts in Philosophy and
graduated in 1988 as a Medical Doctor from the Johns Hopkins School of Medicine.
I completed two years of Internal Medicine Residency followed by completion of a
Residency in Radiation Oncology, all at the University of Pennsylvania School of
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Medicine (“Penn”). I have been Board Certified in Radiation Oncology since 1994,
and an Attending Physician at Penn since that time. I am also a member of Amer-
ican Society for Therapeutic Radiation Oncology.

In order to gain additional expertise in anticancer treatment, I completed a doc-
toral dissertation at Penn in Molecular Biology, which I successfully defended in
1998 and was awarded a Ph.D. from Penn in Molecular Biology. While still on staff
at Penn, I completed a Postdoctoral Fellowship at the Fox Chase Cancer Center in
2002. Shortly after completing my Fellowship, I was assigned to the Philadelphia
Veterans Affairs Medical Center (“PVAMC”) and then became a full-time staff mem-
ber of the PVAMC. I was asked by the PVAMC to start a brachytherapy program
at the PVAMC and was proud to have earned this honor. I accepted the responsi-
bility and worked hard with others at the PVAMC to develop a top notch program
in this evolving area of medicine. I remained a PVAMC staff physician in Radiation
Oncology continuously until the beginning of 2008.

Given all that I have worked so hard to achieve and my commitment to patient
care, I was devastated, personally and professionally, by the false allegations pub-
lished in The New York Times on Father’s Day, branding me as a “rogue doctor”
who had covered up mistakes and operated in isolation and without supervision.
Never in my career have I ever falsified any medical records and never have I par-
ticipated in a cover-up.

On the contrary, what happened at the PVAMC in connection with the
brachytherapy program is in no way what has been depicted by the New York Times
article. The truth is that the Prostate Brachytherapy team at the PVAMC was a
collaborative interdisciplinary effort that I led, but which was minutely supervised
every step of the way by the Radiation Oncology Department, the Radiation Safety
Office and ultimately by the Administration of the PVAMC. Under sometimes chal-
lenging circumstances, the Team tried to deliver quality care to veterans, who would
otherwise not have access to treatment.

That is why the malicious allegations against me and the Program are so deeply
hurtful. So too is the claim that I operated on my own, without supervision and
without guidance. The falsity of that allegation is easily demonstrated because there
was a standard operating procedure for the administration of brachytherapy. The
procedure was codified in a Prostate Brachytherapy Algorithm that was jointly cre-
ated by Radiation Oncology, Medical Physics, Urology, Radiation Safety and Nurs-
ing and disseminated to and approved by all levels of the PVAMC Administration.
This Algorithm was constantly reviewed and revised as our Team gained more ex-
pertise in delivering care to our patients. The Algorithm established a consensus,
providing structure for a procedure that had no precedence or guiding standards at
the PVAMC when I was asked to help start this Program. Each brachytherapy pa-
tient treated by me or any other physician at the PVAMC was cared for according
to the SOP established by Algorithm.

The following points address specific aspects in greater detail:

1. The PVAMC Prostate Brachytherapy Program was a multidisciplinary collabo-
ration.

The members of the Brachytherapy Team consisted of:

i. Radiation Oncology

ii. Urology

iii. Radiation Safety

iv. Medical Physics

v. Nursing/Program Coordinator

vi. Administration

The program was supervised by Radiation Safety. I was not a member of the

Radiation Safety Committee and was not invited to attend meetings of the Com-
mittee.

2. The PVAMC Brachytherapy Program team members received the necessary
training for Prostate Brachytherapy.

a. As a resident physician, I was taught prostate brachytherapy at Penn by
senior attending physicians.

b. I completed the same Prostate Brachytherapy course in Seattle, WA at the
Northwest Hospital that others from the PVAMC also attended.

c. We observed the Prostate Brachytherapy Program at the Mercer Hospital
affiliate of the Department of Radiation Oncology in Trenton, NJ, a program
that also utilized the preloaded method of brachytherapy.

d. I was proctored in the performing of my first ten Brachytherapy cases at
the PVAMC by experienced physicians.
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e. Other physicians were available for immediate consultation and additional
mentoring.

f. The allegations in the NY Times of a lack of brachytherapy training or su-
pervision are therefore untrue.

3. I created the protocol for providing brachytherapy treatment (“Algorithm”) with
collective multidisciplinary input, vetted through the PVAMC Administration.
a. The absence of standard policy regarding Brachytherapy in the PVAMC
prompted the need for written consensus when the Program was first created
in February 2002:

b. The first version was completed before the first patient was treated in Feb-
ruary 2002, and continuously updated through the years of the Program.

c. The Algorithm was collaboratively written by all members of the
Brachytherapy Team, and represented our collaborative expertise regarding the
Standard Operating Procedure for providing brachytherapy.

d. The Algorithm describes those patients for whom brachytherapy was most
suited as well as those for whom the procedure would not be effective. It also
details the steps each patient undergoes through the Brachytherapy process be-
ginning with the pre- procedure planning and following through with the actual
procedure and the post-procedure follow up.

e. The Algorithm does not include any reference to reportable Medical Events
as defined by the Nuclear Regulatory Commission (“NRC”) because no such
definitions existed at the start of the program.

f. Because the PVAMC served a wide geographical patient population, the Al-
gorithm recognized that those patients living far from Philadelphia may have
to receive post procedure care at their local hospitals.

g. The NRC, in its investigation, and the NY Times failed to mention the ex-
istence and purpose of the VA Prostate Brachytherapy Algorithm.

4. The Initial and Revised Written Directives serve different purposes.

a. The New York Times article falsely accuses me of altering the Written Di-
rective.

b. The Written Directive is mandated by the NRC and VA’s Office of Radi-
ation Safety. The forms were designed by Radiation Safety, completed by both
Medical Physics and Radiation Oncology, signed by the physicians, and proc-
essed by Radiation Safety.

c. The Initial Written Directive (WD) specifies the number of seeds to be or-
dered by Radiation Safety, i.e. the prescription for number of seeds. It is com-
pleted by the Medical Physicist together with the Radiation Oncologist physi-
cian, who then signs the WD.

d. A copy of the Initial WD is submitted to Radiation Safety, which places
the order of the number of seeds, and then receives and secures the seeds. The
original WD remains in the patient’s medical chart.

e. On the day of the Brachytherapy procedure, Radiation Safety brings the
seeds to the procedure room (adjacent to the OR suite), remains in the room
to supervise the procedure, and to store and safeguard any seeds that are re-
trieved by Urology from the bladder or found outside the patient.

f. Integral to the procedure is the Urologist. Immediately after the implanting
of the seeds, the Urologist, using a cystoscope, will retrieve any seeds that have
either migrated to or been implanted in the bladder. This action by the Urolo-
gist is done in connection with every procedure since a recognized risk of the
procedure is that seeds will come to rest in the bladder.

g. After the seeds are retrieved by the Urologist, that physician and Radi-
ation Safety inform the Radiation Oncologist of the number of seeds that do not
remain in the patient. Through this collaborative process, the Team determines
the actual number of seeds that remain in the patient.

h. Under supervision by Radiation Safety, the Radiation Oncologist completes
the Revised WD that states the actual number of seeds retained within the pa-
tient. The Revised WD is submitted to Radiation Safety, and a copy is again
placed in the patient’s medical chart. Radiation Safety staff and Urology are
present throughout the brachytherapy procedure.

i. The WD can be revised yet again prior to the discharge of the patient on
the day following the procedure. This revision would reflect any seeds passed
by the patient in his urine while recovering from the procedure. If there is a
second revision, it too is submitted to Radiation Safety and a copy is retained
in the patient’s chart.

j- The procedure described above assures that there is an accurate count of
the disposition of all of the seeds originally ordered by Radiation Safety for a
particular procedure.
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k. Given the appropriateness and the different purposes of the Initial and Re-
vised Written Directives, my handling of the Written Directives was entirely ap-
propriate and legal. I did not falsify or erase any Written Directive at any time,
contrary to the allegations of the New York Times, nor was it likely that any
other member of the Team did so. It is for this reason that these allegations
are not only false but scurrilously so.

5. How the Brachytherapy Procedure is performed.

a. The prostate is an organ the size of a walnut and is immediately adjacent
to the bladder and rectum.

b. The procedure performed at the PVAMC was via the Preplanned, Pre-
loaded Method. This entailed a transrectal ultrasound sizing of the prostate
completed at least two weeks prior to the actual implant of the seeds. This
ultrasound serves as the basis for the treatment planning which includes deter-
mining the number of seeds and needles required to be ordered by Radiation
Safety via the Initial Written Directive.

c. Informed consent is obtained from the patient, who is counseled that seeds
can migrate away from the prostate, and that up to 5% of patients may develop
complications that include an inflammatory condition of the rectum known as
radiation proctitis.

d. The patient is taken into the procedure room and anesthesia is induced.

e. Stabilizing needles are inserted.

f. The Urologist places the ultrasound probe, and inserts the first needle con-
taining seeds into the prostate, and deposits the seeds contained within the first
needle. This establishes the base of the prostate, and the deepest extent that
all subsequent needles will reach.

g. The Radiation Oncologist then inserts the remaining needles following the
lead of the Urologist and deposits the remainder of the seeds.

h. The Urologist then performs the previously mentioned cystoscopy to scan
for and remove any blood clots or seeds from the bladder.

i. Radiation Safety uses a Geiger counter to scan the entire room and every
person leaving the room, to retrieve and store any seeds not in the patient.

j. Anesthesia is reversed, and patient is moved to recovery.

6. The brachytherapy incident of 2003 was reported to the NRC and resulted in
a thorough investigation.

a. A patient who was implanted on February 3, 2003, had a significant num-
ber of seeds in his bladder. All such seeds were retrieved by the Urologist

b. As per standard operating procedure and under the direction of Radiation
Safety, the patient had an Initial WD that specified the numbers of seeds or-
dered, and then a revised WD to reflect the actual number of seeds that were
retained within the patient A copy of both the Initial and Revised directive was
rieltained by Radiation Safety, and the original put in the patient’s medical
chart.

c. This event was promptly reported to the NRC, who then came to PVAMC
to conduct a full multiday investigation. The NRC ultimately cleared the Pro-
gram to resume treating patients.

d. Because the dose of radiation delivered to the prostate was considered in-
adequate, a repeat brachytherapy was performed on March 31, 2003. This was
successful in increasing the radiation dose received by the prostate. There were
subsequently no unusual or unexpected complications or toxicity reported.

e. Contrary to what was alleged by the New York Times, at no time did I
or anyone cover-up the patient’s treatment by altering the Written Directive.

7. The brachytherapy incident of 2005 was reported to the NRC and resulted in
a thorough investigation.

a. A patient was initially seen and accepted for Brachytherapy by another
Radiation Oncologist I performed the Brachytherapy on 5/19/05. Because of poor
imaging quality (due to the patient’s inability to complete the necessary bowel
preparation), many seeds were inserted into the bladder.

. As per the standard operating procedure and under the direction of Radi-
ation Safety, the patient had an Initial WD that specified the numbers of seeds
ordered, and then a revised WD to reflect the actual number of seeds that were
retained within the patient. A copy of both the Initial and Revised directive was
rﬁtained by Radiation Safety, and the original put in the patient’s medical
chart.

c. During the course of the cystoscopy that is performed after every
brachytherapy, a large number of seeds were retrieved from the bladder. This
fulfilled the definition of a reportable Medical Event as I understood that defini-
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tion at that time, and the case was promptly reported to the NRC. The NRC
then came to PVAMC to conduct a full multiday investigation, and ultimately
cleared the Program to resume treating patients.

d. On re-evaluation of the patient, the consensus among the Prostate
Brachytherapy Team was not to reimplant this patient, as the patient’s limited
expected life span rendered the risks greater than the expected benefit

e. Contrary to what was alleged by the New York Times, the NRC performed
a thorough investigation of this case.

8. The NRC definition of a reportable Medical Event has evolved over time and
continues to be a subject of debate.

a. There was no NRC definition of a reportable Medical Event when the
Brachytherapy Program was first started at the PVAMC in 2002.

b. The physicians and physicists never received NRC training on this issue
throughout the years the Program was operational.

c. The instruction following the investigation by NRC of the 2003 prostate
brachytherapy incident was that “if greater than 20% of the seeds prescribed
were retrieved from the bladder;” this would constitute a reportable Medical
Event and would trigger a repeat NRC investigation.

d. The brachytherapy incident of 2005 was clearly therefore a reportable
Medical Event and appropriately reported.

e. The Prostate Brachytherapy Team was never instructed regarding 090 (the
% of the prescribed dose that 90% of the prostate receives) as a metric that con-
stitutes a reportable Medical Event. This means that no one on the Team was
advised that if the dose received by the prostate was 20% greater or 20% less
than the optimal dose it would constitute a Medical Event and would have to
be reported to the NRC.

f. The definition of a medically reportable Medical Event that consists of a
090 that is either 20% above or below the prescribed dose was not in existence
when the Prostate Brachytherapy Program was first started, nor was that ever
an instruction provided to the Team.

g. While achieving a 090 that is not over and below 20% of the prescribed
radiation dose rule 1s an optimal standard to strive for under NRC guidelines,
it does not constitute a clinical standard of care for brachytherapy treatment.
Indeed, recent articles published in the medical literature suggest treatment
may be appropriate even when the 090 is less than 80%. I am happy to provide
copies of those articles to the Committee should it wish to review them.

9. I have never ordered the wrong seed strength.

a. My cases have been standardized on the 0.509 mCi seed strength.

b. The discrepancy between 0.380 mCi and 0.509 mCi seed strengths that are
mentioned in the NRC Inspection Report of March 30, 2009, involved prostate
brachytherapy cases at the PVAMC that did not involve my patients.

c. The discrepancy between the seed strengths calculated and actually or-
dered was discovered by Radiation Safety and reported to the NRC.

10. The dose to the rectum has not been defined as a reportable Medical Event
by the NRC.

a. As already stated, and as counseled in every consent form, radiation proc-
titis is a known and recognized risk of brachytherapy.

b. Given the close proximity of the rectum to the prostate, brachytherapy
cannot be performed in a way that avoids dose to the rectum. In fact, every seed
implanted in the prostate delivers radiation dose to the rectum, since the pros-
tate is immediately adjacent to the rectum.

c. The dose to the rectum was not a metric that either PVAMC Radiation
Safety or the NRC requested that we measure.

11. Despite the lack of computer interface between the CT scanner and the
Variseed treatment planning workstation during 2006-2007. I provided effective
treatment to my patients.

a. At the conclusion of a procedure, a CT scan is done to determine the loca-
tion of the seeds.

b. The images of the CT scan are then transferred to a workstation that con-
tains the software program called Variseed and which calculates the dose actu-
ally received.

c. In or around November 2006 a computer interface problem between the CT
scanner and the workstation containing the Variseed software occurred that
prevented the precise calculation of doses of radiation.

d. I reported this issue on several occasions to the appropriate persons over-
seeing the Program, but the problem persisted.
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e. I offered to take the CT scans on disk or flash drive to Penn to perform
the Variseed calculations. However this was refused by the PVAMC due to con-
fidentiality/privacy/security concerns.

f. CT images however were still viewable and showed the location of the
seeds, all of which were concentrated in areas of the prostate that contained
cancer.

g. I had only two choices: to stop the Brachytherapy Program, or to continue
to deliver medical care which the patients needed. Most of the patients treated
for Brachytherapy did not have the option of alternative treatments such as
surgery or external beam radiation. External beam radiation would have re-
quired the patients to be treated on a daily basis, five days a week, for eight
weeks. Surgery also had serious drawbacks including incontinence and impo-
tence. Without brachytherapy, the patients’ cancers would have gone untreated.

h. T elected to continue treatment based on Concern for the patients’ welfare.

i. The treatment was effective and well within the standard of care and was
effective. The proof of the effectiveness was demonstrated in follow up visits
with the patients and evaluation of their PSA levels.

12. There were a number of systematic failures at the PVAMC that affected the
Brachytherapy Program.

a. Prior to the development of the PVAMC Prostate Brachytherapy Program,
there were no guidelines or policies for the design and operation of a VA
brachytherapy program. Consequently, the Brachytherapy Team had to design
its own set of procedures and policies, which led to the creation of the Prostate
Brachytherapy Algorithm.

b. When the Brachytherapy Program was first started, there was no standard
definition of what is a reportable Medical Event.

c. There was no system to train key members of the Brachytherapy Program
on what later became a definition of a reportable Medical Event.

d. There was no full time medical physicist dedicated to the brachytherapy
program. This impacted on the ability to timely calculate the dose received by
the patients.

e. The lack of a computer interface between the CT scanner and the Variseed
dose calculation workstation prevented the precise calculation of the doses of ra-
diation received by the patient.

f. There was no mechanism by which concerns regarding key steps of the pro-
cedure could bypass the chain of command to solve problems, such as the com-
puter interface problem.

g. Understandable concerns about patient confidentiality prevented the alter-
gative transport of data from the CT scanner via memory storage media and

evices.

13. To address some of these concerns, the Brachytherapy Program was in the
process of moving from Preloaded to Real-time Treatment Systems.

a. The members of the Brachytherapy Program recognized the drawbacks of
the Preloaded Brachytherapy System, such as the inability to customize the
placement of the seeds to match the patient’s actual anatomy.

b. Consequently, members of the Team were in the process of receiving train-
ing in the Real-time Treatment System, which does account for changes in the
patient’s anatomy and which includes continuous fluoroscopic verification of the
location of the deposited seeds.

c. Real-time treatment would allow for the seeds to be customized to the pros-
tate on the day of the procedure.

d. The Brachytherapy Program was halted before the change in Treatment
approach could be implemented.

14. During a meeting of the Advisory Committee on the Medical Uses of Isotopes
of the NRC, held in Rockville, MD, on May 7, 2009, it was falsely alleged that a
key physician of the Brachytherapy Program had made certain statements and ac-
tions (“Committee Meeting Transcript”). Inflammatory statements and actions were
falsely attributed to this member of the Prostate Brachytherapy Program, including:

i. “The physician that did this particular implant, once again, he felt
that the 24 Gray was clinically acceptable.” Committee Meeting Transcript
at page 192.

1. “And if he felt that 24 Gray was satisfactory, that is the way it was.”
Committee Meeting Transcript at page 192.

iii. “Well, one of the things that we noticed was that the physician that
was primarily involved in the brachytherapy program, he consistently did
this. They didn’t use fluoroscopy during seed placement. He refused to use
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fluoroscopy, said he didn’t need it.” Committee Meeting Transcript at page

iv. “—yes, 2002, and—but from the time the physician had received
training to the time they started the implant program, there was some
delay. And there was no—there was no effort on the part of the physician
to maybe proctor or observe or be involved with some implants before they
decided to go and proceed and treat their first patient . . . that was a deci-
sion that was made by the Authorized User.” Committee Meeting Tran-
script at page 221.

v. “No. According to him, it was clinically acceptable. As a matter of fact,
his exact words are, ‘43 Gray is better than zero Gray.”” Committee Meet-
ing Transcript at page 241.

vi. “But it is mindboggling to me that a physician could say that a dose
of 40 Gray, 24 Gray, is acceptable, and then look at these implants and not
realize that this is gross incompetence.” Committee Meeting Transcript at
page 243.

a. These inflammatory actions and statements that are being attributed to a
key physician are being attributed to me, but are not accurate. I neither said
these statements nor took the actions described.

b. These false attributions are appropriately alarming and inflamed the sub-
sequent discussions of the Committee.

CONCLUSION

I have come to the hearing today to answer questions and to submit this written
statement in order to correct the record and salvage my reputation. I hope that,
through the hearing process, the investigations and through media reports, the
truth will emerge. I am not the physician who has been portrayed in the media.
I am not willing to be the scapegoat for the complex, systematic problems that af-
fected the Brachytherapy Program at the PVAMC. I hope that the information I
have provided today will help the Committee understand my role and responsibil-
ities in developing and directing the Brachytherapy’ Program. More importantly, it
is also my hope that this information will help improve future medical care for
veterans.

RESPONSE TO POST-HEARING QUESTIONS SUBMITTED BY HON. RICHARD BURR TO
DR. GARY D. Kao, M.D., PH.D.

Question 1. In your written testimony, you stated that, “Shortly after completing
my Fellowship, I was assigned to the Philadelphia Veterans Affairs Medical Center
(“PVAMC”) and then became a full-time staff member of the PVAMC.” The VA
maintains that you were not a VA physician but that you were on contract from
the University of Pennsylvania. Can you please clarify your current and past em-
ployers and employment status?

Response. In 2003, I was awarded an Advanced Research Career Development
Award (ARCD) by the Office of Research and Development Medical Research Serv-
ice, Department of Veterans Affairs. This provided support not only for laboratory
research but also for my clinical activities at the PVAMC. My understanding of the
ARCD Award is that it mandated that I became a full-time employee of the Re-
search Service of the PVAMC. In fact, from that point forward I was compensated
by the PVAMC and received W-2 tax forms each year. When the ARCD ended in
or around March 2007, I was switched to the Medical Service of the PVAMC as a
“5/8’s” staff physician and I continued to be compensated by the PVAMC and contin-
ued to receive W—2’s for my work at the PVAMC. Near the end of 2007 or beginning
of 2008, I became a “contract physician” of the University of Pennsylvania, assigned
to the VA. At that point, I no longer received compensation from the PVAMC, but
instead was paid directly by Penn.

Question 2. At the hearing, you testified that, “. . . at the time that the program
was implemented, the definition of what is reportable to the NRC was not in exist-
ence and only came later on.”

When asked about this statement, the NRC’s Mr. Reynolds testified that,
. . . Dr Kao is mistaken. The requirements to report to NRC when there is ad-
verse care to patients went into effect in 1979.”

Can you please clarify, if necessary, your statement, or explain why Mr. Reynolds
is mistaken?

Response. Mr. Reynolds is mistaken on two accounts. First, the NRC has never
clarified the definition of a reportable medical event as it pertains to brachytherapy.

«
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The NRC’s current regulation to report variations in delivered dose does not directly
address brachytherapy or the determination of a medical event related to that ther-
apy. [See relevant portions of the current regulation, attached as Exhibit 4].1 In the
current regulation, “total dose delivered” is not defined. In contrast to external beam
radiation, for example, where the target does not change in size or shape and would
be expected to receive all the dose of radiation delivered, for brachytherapy the dose
delivered to the target depends on numerous factors and hence is subjective. The
subjectivity is inherent in the procedure due to multiple factors including how one
contours the prostate, when the prostate is contoured after brachytherapy (when the
prostate can be swollen), the recognized risk of seed migration away from the pros-
tate and the implantation of seeds in tissues or other organs adjacent to the pros-
tate, and the contribution of radiation dose from all the seeds, whether or not actu-
ally implanted into the prostate. Without clarification of these parameters, the defi-
nition of what constitutes a reportable medical event remains quite subjective. Even
after the NRC investigations of 2003 and 2005 were conducted on-site at the
PVAMC, the NRC provided no clear definition of a reportable event other than the
number of seeds located outside the prostate, as was communicated to the
Brachytherapy Team by officials of the PVAMC Radiation Safety Office. [See note
from PVAMC Radiation Safety, Exhibit 5].

The NRC’s definition of a reportable Medical Event for brachytherapy continues
to be unsettled. On August 6, 2008, the NRC published a proposed rule aimed, in
part, at how properly to determine a medical event in the context of brachytherapy.
As was stated by the NRC in the proposed rule, it was reconsidering “the appro-
priateness and adequacy of the regulations for ME’s (Medical Events) and WD’s
(Written Directives) with regard to the use of byproduct material that required com-
pletion of a WD” (like brachytherapy). The proposed rule, if adopted, will change the
definition of what constitutes a ME from one based on dose received by the prostate
to one based on “activity” (i.e. radioactivity, or the number of seeds implanted in
the prostate).

In proposing the adoption of this rule (which, in my view, is akin to an effort to
account for the location and disposition of nuclear byproducts, a function uniquely
suited to the NRC, different from evaluating the clinical efficacy of a procedure,
clearly not within the expertise of the NRC), the agency stated that under current
guidelines based on dose (related to brachytherapy), “there is no basis for deter-
mining whether an ME has occurred.” [See Proposed Rule, I. Background, page 4,
recognizing the necessary distinctions between brachytherapy treatment and other
treatments utilizing byproduct material, and Sections 35.40(b) and 35.3045(a)(2), at-
tached as Exhibit 7].

In addition to the proposed rule, the NRC’s own Advisory Committee on the Med-
ical Uses of Isotopes (ACMUI) has repeatedly urged that the definition of a Medical
Event be changed from a definition that is strictly dose-based to a definition that
is radiation activity-based, i.e. that relies on the counting of the number of seeds
inside versus outside the prostate [See memo from ACMUI to the NRC Director, Ex-
hibit 8, and transcript of May 7, 2009 ACMUI meeting, Exhibit 9, pages 193-197].
The NRC has acknowledged that this proposed definition, if adopted, would likely
decrease the number of cases that the NRC regards as reportable Medical Events,
including the cases performed at the PVAMC [See Proposed Rule, I. Background,
Exhibit 7]. Members of the ACMUI have asked the NRC to analyze the PVAMC’s
brachytherapy cases using this new definition but, to our knowledge, the NRC has
not yet done so.

In evaluating the brachytherapy cases at the PVAMC, the NRC has utilized an
unpublished (and inappropriate) interpretation of the current regulation to deter-
mine the existence of reportable medical events at the PVAMC in the 2002-2008
period. Under this unpublished interpretation of a reportable Medical Event, the
NRC based it calculations on the use of the D90 metric. This calculation, which
measures the dose that 90% of the prostate receives, while not part of the current
reportable Medical Event regulation, was applied retroactively to determine that the
bulk of the brachytherapy procedures done at the PVAMC were performed in a
manner contrary to the regulation. D90 is a metric that has never appeared in any
regulations or notices issued by the NRC. Nevertheless, the NRC in its recent inves-
tigation determined that a reportable Medical Event existed where the dose received
by the prostate was less than 80% of the D90 dose. It is for all these reasons that
I can state that the NRC’s current definition of a reportable medical event that is

1These Exhibits were attached to the Written Testimony recently submitted to the House Vet-
erans’ Affairs Committee (HVAC). We have elected to retain the same numbering system for
each Exhibit as employed in the submission to the HVAC in order to avoid confusion for readers
who may read this document as well as the documents submitted to the HVAC.
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now based on D90 was not in existence in 2002, remains unpublished and may soon
change due to a proposed rule change.

Second, Mr Reynolds is mistaken in his claim that “requirements to report to
NRC when there is adverse care to patients went into effect in 1979.” He appears
to be referring to the Medical Policy Statement published by the NRC in 1979. This
document (attached) in fact is a broad statement of the intent of the NRC to regu-
late the medical use of radioisotopes. It did not contain details regarding the report-
ing of Medical Events to the NRC and states that the NRC “will (not intrude) into
medical judgments affecting patients and other areas . . . of the practice of medi-
cine.” More recently, the NRC again acknowledged that it “does not prescribe dose
(as it is) a medical decision” [See page 192 line 16-19 of the NRC transcript of May
2009, Exhibit 9].

I continue to believe that appropriate care was provided to veterans by the
PVAMC Prostate Brachytherapy Program. The treatment has been effective, and
any adverse effects have been within the known risks of the procedure. The effec-
tiveness of the treatment can be seen, in part, based upon the recent admission of
Mr. Reynolds during his testimony of July 22, 2009 before the House Veterans’ Af-
fairs Committee, Subcommittee on Oversight and Investigations. When directly
asked about the results of the treatment rendered at the PVAMC, Mr. Reynolds con-
ceded that of the 114 total cases, the NRC was aware of only six cases where the
PSA has risen on consecutive testing and another eight cases where a rise in PSA
has been noted. However, none of these patients have undergone rebiopsy to confirm
whether or not the cancer has returned. A rebiopsy is crucial because temporary
PSA increases are common after prostate brachytherapy even in the absence of
tumor recurrence, a phenomenon that is well-recognized among prostate cancer ex-
perts and often referred as “PSA bounce.” 2

The importance of Mr. Reynolds’ concession is his recognition that at least 100
out of the 114 cases did not result in ineffective treatments. This represents an ef-
fective treatment rate that is at least 88%. Nonetheless, the NRC, in applying an
unpublished standard during its reanalysis of the procedures performed at the
PVAMC, inappropriately judged that the Program had caused harm to the patients.
The cumulative effect of the NRC’s action in casting the reporting of a Medical
Event as a medical judgment on the efficacy of the treatment provided has unduly
alarmed veterans and the public, and adversely affected the perception of
brachytherapy by them and by physicians. In all these ways, the NRC has inter-
fered with the delivery of medical care.

2Crook J, Gillan C, Yeung I, Austen L, McLean M, Lockwood G. PSA kinetics and PSA bounce
following permanent seed prostate brachytherapy. Int J Radiat Oncol Biol Phys. 2007 Oct
1,69(2):426-33.
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EXHIBITS TO DR. GARY D. KAO’S RESPONSE TO POST-HEARING QUESTIONS SUBMITTED
BY HON. RICHARD BURR

10 CFR 35.3045 Report and notification of a medical event http://www.nrc.g ding-rm/doc-collecti 'part035/part035-3045...

Exhibit 4
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Subpart M--Reports

§ 35.3045 Report and notification of a medical event.

(a) A licensee shall report any event, except for an event that results from patient intervention, in which the
administration of byproduct material or radiation from byproduct material results in--

(1) A dose that differs from the prescribed dose or dose that wouid have resulted from the prescribed dosage by
more than 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 0.5 Sv (50 rem)
shallow dose equivalent to the skin; and

(i) The total dose delivered differs from the prescribed dose by 20 percent or more;

(i) The total dosage delivered differs from the prescribed dosage by 20 percent or more or falls outside the
prescribed dosage range; or

(iii) The fractionated dose delivered differs from the prescribed dose, for a single fraction, by 50 percent or more.

(2) A dose that exceeds 0.05 Sv (5 rem) effective dose equivalent, 0.5 Sv (50 rem) to an organ or tissue, or 0.5 Sv
(50 rem) shallow dose equivalent to the skin from any of the following--

(i) An administration of a wrong radioactive drug containing byproduct material;

(i) An administration of a radioactive drug containing byproduct material by the wrong route of administration;

(iii) An administration of a dose or dosage to the wrong individual or human research subject;

(iv) An administration of a dose or dosage delivered by the wrong mode of treatment; or

(v) A leaking sealed source.

(3) A dose to the skin or an organ or tissue other than the treatment site that exceeds by 0.5 Sv (50 rem) to an
organ or tissue and 50 percent or more of the dose expected from the administration defined in the written
directive (excluding, for permanent implants, seeds that were implanted in the correct site but migrated outside the
treatment site).

(b) A licensee shall report any event resuiting from intervention of a patient or human research subject in which the

administration of byproduct material or radiation from byproduct material results or will result in unintended
permanent functional damage to an organ or a physiological system, as determined by a physician.

(c) The licensee shall notify by telephone the NRC Operations Center3 no later than the next calendar day after
discovery of the medical event.

(d) By an appropriate method listed in § 30.6(a) of this chapter, the licensee shall submit a written report to the
appropriate NRC Regional Office listed in § 30.6 of this chapter within 15 days after discovery of the medical event.

(1) The written report must include--

(i) The licensee's name;

(ii) The name of the prescribing physician;
(i) A brief description of the event;

(iv) Why the event occurred;



20

10 CFR 35.3045 Report and notification of a medical event hitp://www.arc., di d i ‘part035/part035-3045...

(V) The effect, if any, on the individual(s) who received the administration;
{vi) What actions, if any, have been taken or are planned to prevent recurrence; and

(vii) Certification that the licensee notified the individual (or the individual's responsible relative or guardian), and if
not, why not.

(2) The report may not contain the individual's name or any other information that could lead to identification of
the individual.

(e) The licensee shall provide notification of the event to the referring physician and also notify the individual who is
the subject of the medical event no later than 24 hours after its discovery, unless the referring physician personally
informs the licensee either that he or she will inform the individual or that, based on medical judgment, telling the
individual would be harmful. The licensee is not required to notify the individual without first consulting the
referring physician. If the referring physician or the affected individual cannot be reached within 24 hours, the
licensee shall notify the individual as soon as possible thereafter. The licensee may not delay any appropriate
medical care for the individual, including any necessary remedial care as a result of the medical event, because of
any delay in notification. To meet the requirements of this paragraph, the notification of the individual who is the
subject of the medical event may be made instead to that individual's responsible relative or guardian. If a verbal
notification is made, the licensee shall inform the individual, or appropriate responsible relative or guardian, that a
written description of the event can be obtained from the licensee upon request. The licensee shall provide such a
written description if requested.

(f) Aside from the notification requirement, nothing in this section affects any rights or duties of licensees and
physicians in relation to each other, to individuals affected by the medical event, or to that individual's responsible
relatives or guardians.

(g) A licensee shall:
(1) Annotate a copy of the report provided to the NRC with the:
(i) Name of the individual who is the subject of the event; and

(ii) Social security number or other identification number, if one has been assigned, of the individual who is the
subject of the event; and

(2) Provide a copy of the annotated report to the referring physician, if other than the licensee, no later than 15
days after the discovery of the event.

[68 FR 58805, Oct. 10, 2003]

3 The commercial telephone number of the NRC Operations Center is (301) 951-0550.

Privacy Policy | Site Disclaimer
Thursday, July 09, 2009
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From: Moore, Mary E. (MaryE.Moore{@va.gov)
To: Kao, Gary: Malkowiez, Stanley B.
Date: Monday, October 3, 2005 7:38:15 PM

Ce: Whittington, Richard; Deving, Pamela: m
I . C regory Desabry] Lazarescy, Geolge: ShimKe, kichard: Session, thel; Aumiller,

Linda; Fox, Catherine: Scanlon, Mary: Scett, William S.; Gary Kao: McNeal, Rosalyn
Subject: RE: Burns brachytherapy

Gary and Brucs,

| shiare Gary's hope that this patisnt does not need a second implant.

This case appears b be similar to the previous orie which captured the attention of the NRC and NHPP, anid for whiich we
did an RCA. To ensure that this miessage reaches you, 've senit itto your VA and HUP addresses.

Jignawies |

Since the rumber of seeds refrieved excesded 20% of the driginal prescription, we have to determins if a reportable
*Iedical Event” occumred. We have 24 hours toreport a Madical Event after it's been discovered. Cur goal is to make
that determination by tomomow (10/4) afternocn, as early as possible, o ensure we comply with the strictest interpretation
of the regulations.

Wa need to know the number ard loeation of impianted seads, the dosa to the bladder and any other involved tissue or
organ, and fo review a ¢opy of the Written Dirgctive.

Dr Smith conifirmied sha ordered the CT. Radiology will do the CT early tomorrow morring to aflow George time to do the
postireatment plan and locate the seeds. The CT results will then be ooimpared 16 the Written Directive. This should allow
113 to determine ifwe have to notify the NHFP. They are the ones who repart it fo the NRC.

Whethier it's a reportable issue or ot we stil have to reconstruct events and review cause for 50% of the implanted seeds
being In the blaxider,

To help us do that. I've asked Greg. Marteena, Rieh, Drs. Dutta and Smith to provide timelines, or notes for what they
remember,

We need you both to provide this information as well. Your Input is essential for identifying the sequence of events and
evaluating options for prevsnting this i the fiture.

If you are not here tomorrow, please provide a phone, or beeper, number whire You can be reached
Ny phione arid besper numbers ars below,

Thank you for your assistance and cooperation.
Mary

Mgy E. Moore
PVAN fiation Safety Officer
(21 09

X () 34113
Reepe 541-7502
MarvE. Moorez: med va.gov

-----Original Message--—-

From: Kao, Gary

Sent: Monday, October 03, 2005 1:14 P

Tor Malkowicz, Stanley B.

T Moore, Mary E.; Whittington, Richard; Devine, Pameﬂa;_

* BUMS £

Bruce:
dusts noteon e nrarnﬂngmwfcase this mornina. Althouah Ariana retrieved 45 seeds today. that still leaves
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July 19, 2005

MEMORANDUM TO: Charles L. Miller, Director
Division of Industrial and Medical
Nuclear Safety
" Office of Nuclear Material Safety
and Safeguards

FROM: Leon S. Malmud, M.D., Chairman
Advisory Committee on the
Medical Uses of Isotopes .

SUBJECT: SUBMISSION OF GUIDING PRINCIPLES FOR NUCLEAR
REGULATORY COMMISSION STAFF USE IN FORMULATING
MEDICAL EVENT CRITERIA FOR PERMANENT IMPLANT
BRACHYTHERAPY PROCEDURES

On June 28, 2005, the Medical Event Subcommittee (MESC) of the Advisory Committee on the
Medical Uses of Isotopes (ACMUI) held a public teleconference meeting to discuss a set of
guiding principles for staff use while the staff writes a rule that wilt define medical events
resulting from permanent implant brachytherapy procedures.

During the discussion, the MESC refined the principles and submitted them to the full ACMUI for
avote. All principles were unanimously passed by the full ACMUI.

Please see the attached to review the principlés. Request that you submit these principles to
your staff, as guidance to assist staff in defining a rule to capture medical events resulting from
permanent implant brachytherapy procedures.

Primary contact for any questions is Jeffrey F. Williamson, PhD, Chair, MESC, at (804) 628-
1047. Alternate contact is Leon S. Malmud, Chair, ACMUI, at (215) 707-7078.

_Attachment: Recommendations of the ACMUI on the Definition of Medical Event for
Permanent Interstitial Brachytherapy
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Recommendations of the ACMUI on the Definition of Medical Event for
Permanent Interstitial Brachytherapy

This document outlines the recommendations of the Advisory Committee on Medical Use of
Isotopes (ACMUI) regarding the need to revise the Medical Event (ME) reporting requirement
and associated definitions for permanent brachytherapy. These recommendations are based upon
a report formulated by ACMUI’s Medical Event Subcommittee (MESC), which was chaired by
Jeffrey Williamson, Ph.D. and consisting of ACMUI members Subir Nag, M.D., Ralph Lieto,
M.S., and David Diamond, M.D.; invited consultant Louis Potters, M.D.; and NRC Staff Liaison
Ronald Zelac, PhID. MESC unanimously approved forwarding these recommendations to
ACMUI for further consideration during a closed teleconference held on 13 June 2005.
___ Because of the technical difficulty in formulating its recommendations_in proposed rule
language, ACMUD’s recommendations are presented in the form of ordinary-language
descriptions, principles, and examples. However, in the opinion of ACMUI, the approach
outlined below does constitute a consistent and complete alternative to the current permanent
implant ME regulation that the NRC staff can use as the basis for drafting an altemative ME rule
and associated definitions.

A Status of current ME rule and associated definitions

1) ACMUI understands.-that the NRC Office of General Counsel (OGC) has ruled that an
authorized user (AU) may revise a permanent 1mp1ant Written Directive (WD) (In Part
35 language “complete the WD”) at any tifne’ durmg the mterval between completion of,
seed insertion (calléd “implantation” in '10CFR35) and ava:lablhty of the post-implant;
dose distribution. Availability of the post-implant” dosé&’ ‘distribution has been accepted!
by OGC to be the “completion of the procedure” for permanent implants; other
interpretations are possible since “completion of the procedure” is not defined by
10CFR35. Moreover, this interpretation of “completion of the procedure” is necessary
if () the WD is specified in terms of absorbed dose and (b) the ME definition is based
upon the discrepancy between'prescribed absorbed dose and delivered absorbed dose.

2) For permanent implant WDs, the current rule states that AUs must specify the total
absorbed dose prior to implantation, but may specify either the total source strength
actually implanted or the absorbed dose by the end of the procedure. The practical
impact of OGCs recent interpretation is that “dose,” “total dose,” and “total source
strength” maybe used interchangeably in permanent implant WD’s both prior to
implantation and prior to completion of the procedurc

3) ACMUI does not believe that a 20% ME criterion is reasonable for absorbed dose WDs
that are compared to absorbed dose distributions based upon any form of post-implant
imaging.

Rationale: The 20% dose threshold is comparable to the variation encountered in normal
medical practice, due mainly to the limited control the authorized user has over the

" positioning of seeds and hence the dose delivered by permanent implants. Raising the
relative absorbed dose threshold, e.g., to 50%, would reduce the number of clinically
acceptable implants deemed Medical Events but at the expense of not capturing implants
that do exhibit technical errors of quality assurance (QA) significance. The variations in
post-implant absorbed dose distributions relative to the originally prescribed dose are
due to
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= Limited AU control over seed positioning

» Legitimate intraoperative adaptations of the preplannéd source distribution

* Discrepancies between imaging modalities used for seed placement (ultrasound) and
post-implant evaluation (x-ray CT) as well as physician organ contouring variations

= Postoperative changes such as prostate edema and seed migration

= Variable interval between seed implantation and post-implant imaging

The wrong site criterion (50% dose discrepancy of at least- 50 Rem) is workable only for

wrong site implantations far from the intended site. For identifying implants with

excessive seed placement in organs adjacent to the treatment site, this dose-based wrong

site criterion has all of the problems described in 3). Moreover, for many 1mp1anlauon

sites and procedures, the current criterion cannot be evaluated explicitly, since what

constitutes the intended adjacent organ dose is not clear or may not be specified in

-advance of the implantation -procedure. - Intended -adjacent organ -doses are-not -

documented in the WD and not all implant procedures involve preoperative planning.

B Consensus principles for guiding NRC staff in reformulating the ME reporting rule and
associated definitions

D

2)

For all permanent implants, ME should be defined in terms of the total source stren gth
implanted in the treatment site, not in terms of absorbed dose

Rationale: This proposed criterion focuses on what the AU can control, namely into -
which organ or treatment site the sources are implanted, instead of the absorbed dose -
distribution, over which AU control is limited. In addition, for the most commonly
practiced forms of image-guided source implantation, definitive dose distributions may .-
not be available until several weeks after completion of the procedure. On the other
hand, the number of sources implanted in the treatment site (and hence total source
strength) can be assessed, e.g., via intraoperative imaging for prostate implants, before
releasing the patient from licensee control, will capture the majority of technical errors
of interest to NRC, and is relatively insensitive to small, clinically acceptable, errors in
positioning radioactive seeds relative to their planned locations.

Treatment-site_accuracy ME pathway: Specifically ACMUI recommends that any
implant in which the total source strength implanted in the treatment site deviates from
the written directive by more than 20% (in either direction) should be classified as a ME.
Several comments on this “treatment site accuracy” ME pathway are in order.

a) The intent of this proposal is to provide the AU option of positioning up to 20% of
the prescribed number of seeds into tissue or organs adjacent to the treatment
volume (treatment site). Often, a small number radioactive seeds need to be placed
2-10 mm outside the prostate in order to provide adequate dosimetric coverage. In
addition, the 20% latitude also accounts for variations in treatrment-site definition,
difficulties in visualizing the target organ by mtraoperatwc imaging, and other
phenomena that contribute to uncertainty in cs’umatmg the fraction of seeds
implanted in the treatment site.

b) As in the cument ME rule, ACMUI intends that seed migration be specifically
excluded as grounds for a treatment-site accuracy ME.
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The technology for image-guided seed positioning and verification is most
developed and mature for prostate brachytherapy. However, even in this clinical
setting, the precision with which the fraction of seeds implanted in the prostate can
be determined from post-implant CT or intraoperative ultrasound imaging may be
limited, due either to image artifacts or operator variability in defining the treatment
site. For some treatment sites, e.g., postoperative brachytherapy of a tumor bed,
there is no well-encapsulated or radiographically visible target volume that can be
used to precisely determine whether the implant is a treatment-site accuracy ME. In
such cases, only grossly erroneous MEs can be determined with certainty. NRC
enforcement policy must be based upon realistic expectations of the prec:sxon that
can be achieved in ME determination in different clinical settings.

3) Wrong-site ME pathway: The ACMUI recommends that the revised “wrong site” ME
- criterion distinguish ‘between-two scenarios:—tissue or-organs-immediately -adjacent to
the treatment site and organs that are distant from the treatment site. For permanent
implants, tissues that are more than 3 cm from the treatment site boundary can be
considered distant, as the dose has fallen to subtherapeutic levels (1-5% of the prescribed
dose).

a)

b}

<)

Adijacent tissue wrong site ME: Implants in which more than 20% of the total
source strength documented in the preimplantation WD is implanted in tissue or
organs adjacent to the treatment site should be classified as MEs.

In-this semng, a20% threshold strikes 2 reasonable balance between permitting seed
implantation outside .of the target to boost peripheral doses [a medically legitimate
objective] and detecting-gross mispositioning of seeds into an adjacent organ rather
than the intended treatment site. .

Distant_organ/tissue wrong site ME: For erroneous implantation of radioactive
seeds in an organ distant from the intended treatment site, ACMUI recommends that
such implants be classified as MEs if (i) seeds are actually implanted in a distant
organ, (ii) the excess dose to the distant organ exceeds 50 Rem, and (iii) the excess
dose to the organ is at least 50% greater than the dose that would have been
delivered had the seeds been implanted in the correct tissue volume.

This definition is very similar to the wrong site pathway in the cument ME
definition except that it is invoked only when seeds are placed in the distant organ.

. An example of a distant organ ME is implanting the seeds in the left kidney when

the right kidney was intended. Such an error could arise if the wrong medical
record is used to confirm the treatment site or if the surgeon mistakenly exposed the
kidney on the wrong side of the patient.

For both adjacent and distant wrong-site MEs, it is important to exclude seeds that
were correctly implanted but subsequently migrated as grounds for an ME. Because
a seed may occasionally migrate a large distance from the correctly implanted
treatment site, it may be difficult to distinguish between true distant site MEs and
seed migration by means of post-implant imaging alone.
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“Given a source-strengthi-based ME criterion of 20% in either direction (described in
section B.3)), it is reasonable to require that the AU complete any revisions to the WD
for permanent implants before the patient is released from licensee control.

" Rationale: Using intraoperative imaging, a competent brachytherapist will be able to

5)

determine whether the fraction of seeds implanted in the treatment site agrees with the
written directive within 20%. Hence the preimplantation WD can be revised at the time
of the procedure to account for any medically necessary plan adaptations. This revision
would effectively limit the AUs authority to revise the WD to the implantation procedure
or the immediate post-operative period.

Dose-based ME pathway for permanent implants: In addition to incorporating the

- activity-based ME pathway (described above) into Part 35, ACMUI recommends

retaining a limited dose-based ME criterion. An implant is a ME if the dose
calculations used to determine the total source strength documented in the WD are

“in‘error by more than 20% in either direction.” = =~

For example, suppose that an AU intended to deliver a dose of 145 Gy to the prostate
using '®I seeds. Based upon pretreatment ultrasound imaging of the prostate, treatment-
planning software is used estimate the source strength/seed (e.g., 0.44 mCi) and number
of seeds (e.g., 100) needed to deliver 145 Gy to the contoured treatment volume.
Suppose the dose-calculation algorithm erroneously used a '®Pd seed dose rate constant
(0.68), rather than the value (0.94) appropriate to iodine seed model to be implanted.
This would overestimate-the activity per seed by 38% (e.g., assuming that the correct 1251
monotherapy activity/seed is 0.32 mCi, the planning system would predict that 100 seeds
of 0.44 mCi are needed to deliver 145 Gy to the target. Suppose that this dose-
calculation error went undetected and that the AU recorded 100 seeds of 0.44 mCi/seed
in the WD and actually implanted these seeds into the treatment site. This byproduct
material administration would be a ME under the proposed dose-based criterion.

Rationale: .-

* In mainstream prostate brachytherapy practice, the AU describes his or her treatment
intention in units of absorbed dose to a target volume. Through treatment planning,
the source strength, number of seeds and seed arrangement are identified that realize
this prescription. Preplanning can be a complex activity with the potential for
mistakes that could result in large dose-delivery errors. Even nomogram-based
systems seek to deliver a certain dose to a specified target volume. Defining ME
solely in terms of correctly implanting the source strength specified in the WD would
make all treatment-planning errors, many of which could adversely affect the
patient’s clinical outcome, exempt from regulatory oversight.

» In the current ME rule (and the previous misadministration rule), dose calculations
that mediate between the AUs goal to deliver a certain dose and treatment device
settings (treatment time, number of sources, etc), are currently subject to regulatory
oversight for all modalities including permanent brachytherapy. Eliminating this
oversight would be viewed as NRC backing away from patient safety. A single well-

4
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publicized error or series of errors due to dose-calculation errors would be very
embarrassing if NRC had no regulatory authority in this area.

» The “limited” ME dose pathway proposed here would focus only on preplanning or
intraoperative planning, not post-implant evaluation. Hence, it avoids the difficulties
of the current ME definition.

C Risk Communication

D

2)

3

4

Problem definition: From the regulated community’s point of "view, ME reporting
stigmatizes the licensee and all but assures increased regulatory scrutiny, which is
viewed as punitive. Even though many ME reports do not result in license violations,
licensees view the process as punitive because (a) regulatory intrusion into the patient-
physician relationship; (b) placing the event reporting process in the public record; and
(c) reactive inspections following ME reports appear to equate even minor MEs with
nuclear reactor events having much greater potential public safety consequences. A
perceived punitive regulatory response, along with the ambiguity of some ME criteria
and their lack of medical relevance, results in potential under-reporting and almost
certainly discourages reporting of borderline or ambiguous cases that might be helpful to
NRC in constructing a more complete picture of error pathways. ACMUI affirms that
there is no scientific basis for treating medical events (MEs) as a surrogate or harbinger

. of patient harm, or even of increased probability of patient harm. The SC believes that

efforts to revise ME definitions to improve its correlation with potential or actual

harmful effects is misguided and undercuts its value as QA performance index.

Provided that ME incidence is decoupled from the concept of patient harm, the current

20% is a reasonable if arbitrary threshold for identifying events indicative technical or

QA problems in accurately realizing the AUs clinical intentions.

The role of the 10CFR35.3045 ME reporting rule as a.technical quality performance

mdlcator should be decoupled from its use as a potennal ‘patient harm index. To.this

end the patient reporting requirement. 35, 3045(e) should be amended to require
mfomung the patient and/or friends and relatives only if- the licensee determines that the

ME :may have harmed the patient, could potemxaliy harm the patxent, or is materially

relevant to the patient’s future medical treatment decisions. .

The SC recommended that NRC staff strive to make the ME reporting and subsequent

enforcement processes more like the regulated community’s own QA practice of

followup and QA process review that occurs following detection of a delivery error or
potential error.

Rationale: Comprehensive institutional QA programs are based upon three broad

principles:

a) Avoid making the occurrence of a ‘medical error grounds for actual or perceived
disciplinary action. Medical health professionals should be encouraged to report
errors, not discouraged from doing so.

b) Avoid increasing an institution’s legal liability associated with its QA deliberations
and process improvements made in response to a medical error. Regulatory actions
that make quality improvement activities a source of institutional liability
discourage adherence to comprehensive quality assurance standards and undermine
the quality of patient care.

¢) Encourage use of medical error reports as mput to systematic efforts to improve
planning, delivery, safety, QA, and documentation processes.

ACMUI recommendations for making ME reports more like industry standard error

reporting

a) To the extent possible, NRC’s ME reporting and followup procedures should be
designed to not increase Licensee liability. Keeping ME reports, or at least the

6
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Licensee’s identity out of the public record, is probably the single most useful
improvement NRC could make in this regard.

NRC is encouraged to develop a more graded and risk-informed process for
responding to ME reports that ties the intensity and immediacy of its inspection
response to individual patient risk and public heaith implications of the event. For
example, for relatively minor MEs, where public heaith and safety is not in
question, NRC could minimize reactive inspections of Licensee pending a
satisfactory investigation and gquality-improvement response on the part of the
Licensee. Thus, ACMUI recommends that NRC manage minor MEs much like
recordable events in Old Part 35.

Change the 24 hour Operations Center reporting procedure. The current process
which requires verbally reporting MEs to the Operations Center within 24 hours and
appears to equate Medical Events, most of which do not cause actual harm to the
patient, with serious nuclear reactor events, which the potential to affect large
numbers of people. Reporis to the Operations Center are immediately available to

- the World Wide Web. This results in adverse publicity and adds to the liability

concemns raised above. Thus for all but the most serious MEs, an alternative and
more appropriate reporting mechanism should be devised. Specifically, the ACMUI
recommends that MEs that have not harmed the patient; have little potential for
harming the patient, and are not materially relevant to the patient’s future medical
treatment decisions, as evaluated by the Licensee, be reported to NRC by means of
written notification within 7 days of their discovery.
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administered was actually 43 Gray.

Now, an interesting thing about this was
that for about a one-year time period they were unable
to do post implants, because the CTs would not talk to
the VariSeed program. There was an interface problem.

But that didn't stop them from doing the implants.

So, basically, for about. .a };ear, a lot of

their patients they didn't even &now what the actual

dose was. And as you can see, there are:quite a few

seeds on the outside of the prostate. Here “is one

where they just about‘%m‘issed the prostate completely.

In this ca.,s,e,‘ ‘16

€ And, once again, we don't prescribe what
the d'bisg is fo‘;r", the patient. That is a medical
decision. - And if he felt that 24 Gray was

satisfactory; that is the way it was.

Okay. Anything else, Sandy?

(No response.)

Any questions? Yes, sir.

MEMBER NAG: Yes. There will be plenty of
questions, and I will just go one by one. What was
the numerator? You have said there are 92 medical
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implants. Out of hcw many total that were examined?
And how many total implants were there at the VA?

MR. WIEDEMAN: One hundred fourteen

treatments.

MEMBER NAG: Okay. So out ofr 114, 92 were
medical events. That is about 80 percent or so. Now,
out of these 92, how many were medigalrévents because

of something 1like this, where g%'ﬁalf‘ ‘the seeds are

outside the prostate?
MR. WIEDEMAN: ;es

MEMBER N. w many were medical

Versush
events, because they eria of medical
005/20606? Because I am

ACMUI --= and we have

nt for permanent brachytherapy.

define medical

“that separation is very, very

S0

important. Otherwise, you create fear in the public.
MR. WIEDEMAN: There are —- 57 of those
implants were considered underdoses. One of them was
considered 20 percent above the prescribed dose. The
other --
MEMBER NAG: My gquestion is different.
How many were underdosed because of something like

NEAL R. GROSS
COURT REPORTERS AND TRANSCRIBERS
1323 RHODE ISLAND AVE, N,
(202) 2344433 WASHINGTON, D.C. 20005:3701 v nealrgross.com




12

13

14

15

14

17

1g

19

20

21

22

23

24

25

31

194

this, where most, if not all, of the seeds were
outside the prostate versus how many of those 57 were
underdosed? Because when you implant the prostate,
the prostate can expand. It depends on how you -- on
the contour, and you may get 72 percent, and that is
still an underdosing but nct necessarily an underdose
based on the current definition 'éhat we are
recommending. e

So there are two ‘c;iffcrcr;t/-—— one is
something like you show it§ Zj,gre, which is an obvious

all or most of the

underdose. And the %tjher woulé?b

seeds are put -- or have been placed within the

prostate volunme, ‘”buut because the p}oAstate has expanded

in between‘f the fi dose after one month -- a CT

done after onth, ‘and during that time the

prégiﬁate has ’:eitl;er grown bigger or smaller.

‘ And,"'b theréfore, when you finally do the
dosimetry,bx'youA "fyind the number is now 72 percent of
what you ex;i;gct. And that difference is something
that is very, very important, at least to me, because
I am going to make a comment about the two
differences.

MS. FRAZIER: Dr. Nag, let me make sure I
understand. Are you saying that maybe if they were
recontoured that a number would have been different?
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MEMBER NAG: No. What I am saying is that

even if you do a proper medical implant of a prostate,

and an implant -- you had thought you needed 30

millicuries, you give 145 Gray. Even if you execule

it properly, there will be certain cases where it will
not meet the dose criteria.

We recognized that in 2003 we had -- the

ACMUI had said that it is not apg{roprigte. There was

a‘ subcommittee meeting to cofne::)up with ‘new ways to

examine prostate -- oh,% .;l':lot p;’:ostate, .pefmar)ent

ose recommendations.

brachytherapy. We calge:pp wiLh":'

We know vexy ";W‘ei:l' Vtkhatﬂ the prostate,
cspecially prostate; _for any “;erﬁ;a'nént brachytherapy,
you cannot é:geally e,y){mine n; ‘Lhose ways. You have to
examine it k.ﬁa" ed ;)‘n‘ “the ” ;activity that has been
prgséribed. W s 1t the activity that had ended up in
the tx;e:gtrrAent area? ‘ -And that is all the discussion
that has‘ibegp ‘goiﬁg on in the last two or three years.

Lirknow you have been reacting by going --
by what is on the criteria in the books, but I want to
make that differentiation, because what is happening
is that you may have five cases where the seecd is
completely outside the prostate. That 1is a Dbad
medical practice.

And another 20 or 30 where the seed
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already implanted itself, but it also, for various
reasons, like prostate shrinking or prostate
expanding, and so forth, it hecame a medical implant
based cn the criteria that are in the books.

So that differentiation is very dimportant

to make the differentiation for the public. I mean,

from a purcly medical -- based on what'we have in the

book, you may be correctl. But #hen, «if you go and
< :

Sy
examine the entire county based on the method that you

have done on this book, you:are going to find about
maybe 20 percenl ogi.so that will not meet the

criteria.

of them that have
been done % he ountry:i:that became a permanent
ia7e 20,000 cases which will

imolangy

‘the current d finition of "medical implant." And

that %s_the reasén why we changed the definition of

"medical ‘impl ' from being & dose-based to being

activity-based or source-based.

MR. WIEDEMAN: Dr. Nag, I think T
understand your question. It is a good question. I
will say Lhis 1is not the only view that locoks like
this. There are several that I have seen. I can't
tell yecu there was 45 out of the 57. Maybe the reglon
knows that.
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What we are asking the regicnal inspection
team to dc is verify compliance with the current
regulation, though.

MEMBER NAG: Sure. I understand.

MR. WIEDEMAN: We have an action from the
results of this study, which we have actually delayed
the "medical events" definition rulerté make sure that
the things that we learn from éﬁhiS' inspection are

v =
factored into that rule and how we ultimately redefine

"medical events."

re you going to see

-- you are going nedical events at

least in everyone.

W: have --

s

"If You use the same rule that
yod are appiy.ﬁg n

MR. WIEDEMAN: We have done a lot of

Vyrachytherapy: and we don't see a lot

of inspections that have results like we saw at the
VA,

MS. PELKE: If I can just carry on to
Rob's comment, and also, Dr. Nag, your comments. We
are assessing these treatments in accordance with
current rules and current requirements. So we were
looking at the plus or minus 80 percent of the D-90C.
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We did determine that we could go with D-90, and there
was a consensus, and we have documentation that that
was an appropriate measure for prescribed dose.

What we had here -- and we had to make an
assessment based on what we saw at this particular VA
facility in Philadelphia, and assess, well, could this
possibly -- could we have the situatioh at other VA
permittees that were doing prosta@e'ﬁrachytherapy?

And so we went oufhand didxén_extended
condition inspection. Tﬁ%t‘ 1nsps¢tion activity is
still open, Dbut wha%; we havev‘ﬁpund at the other
facilities conducting pe#méneﬁp pgbé%aye brachytherapy

is dramatically &ifferentuihan what was going on at VA

Philadelphif ..

Tﬁége ; Qefé‘ﬁTéoﬂé situations or some
sc@ﬁ%}ios ‘fhgt :;4§n't necessarily unicue to a
Vetefan;‘ Affaifé hospital. They emplcy contractors
they -- ééinq on good faith that the contractors that
they had rétained were experts in the field, they
believe.

And we have not only seen this at the VA,
but we have seen this at other medical instituticns
that have actually had medical events identified with
the modalities that were practiced by that contracted
group, 1is that when a contractor comes on board, and
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they are experts in the field, that there is some
assumption that they are experts, they should be
running the shop, and that we should ke getting, you
know, a high standard of care. And that is not
necessarily so.

Sc we do believe, once we have wrapped up
all of our inspection activities; ‘and we have
completed the extent of condigio;xj fthat we will
hopefully be coming out with" syome tyi)e of generic
communication, just on thg"‘ qontracﬁ'ed ser\;ice‘s, and

reminding licensees Q"pf( their ' responsibility going

forward.

And Towill say that the events and the

done at Philadelphia, there are
" were tuwo ‘precursor events, in 2002
result of those precursor events,

there was a con§6111 by the physician about putting

seeds inl:&d th biadder. And as a result of that, the
physician, in ‘.their technique, tended to back off, but
without any quantitative measurement of how far they
were backing off. And as a result of that, you see an
example of the quality of the implants.

And then, they also had an extenuating
circumstance in that the treatment planning system

they were using, the VariSeed, they had done some
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upgrades on security. And as a result of some cof the
upgrades that they did, they had experienced problems
with transmission of the images they were using of the
prostate into the VariSeed treatment planning system.

They had been working on resolving those
issues, but in the meantime approximately one year
went by where they continued to treatrrpétients. That
kind of never crossed their mind,.ﬁtl"xat ~'{naybe we should
suspend the program until ,;iﬁé:i' get th‘isi, :treatment

g :
planning system up and running, .and our images or

input, so0 we are ggt;tinq accurate results. They

didn't do that.

o

now, there is a number of issues

sionmaking. And we did

relative tgfs me of the dec

have a- team the e. We didn't have necessarily an
Au‘é’néiized Me’dicaiv’?hysicist, because that is not

requir‘e,cl,; as u  know, for permanent prostate

bra chytheLrép But we certainly had medical

physicists involved, as well as qualified Authorized
Users.

Se, really, I think that there is a
benefit coming out of this in that, you know, the
timing is right. We have proposed rulemaking on the
table. We are going to be able to better inform that
process, so that we will get a rule moving forward
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that includes all of the parameters that we may want
to consider moving forward. But right now we are
still with a dose-based requirement.

MEMBER NAG: May I -- I zagree with all of
the points you made. What I am trying to say is that
you will probably make this a better report if you did
write those two kinds of medical implarifs separately,
one where there was a definite cfase ‘where the seeds

»

are either well below or well above the prostate

ave two different

versus what you have done '3’%",‘ you:

kinds of problems, onga problremeith a definite seed

few -- I don't know how many -- that have opened up a

fuigl ‘medical: .eve just because it meets the

defiriifion of "ﬁigdicai event," although from a -- if

you are u‘s‘:ng sactivity-based it would not be called a

medical event. And if you lump the two together, you
are going to create a fear throughout the community,
because people are going to say, "I am doing the right
thing. I have put all my seeds into the prostate,”
but it is still called a medical implant, because you
are going by dose-based.

If you separate the two issues, you will
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realized back in 2002 that there was a problem, and
then just recently, in 2007, another physicist said
the same thing, that he felt that the seeds were
improperly implanted. And he was concerned about
it, but unfortunately he didn't take it to the
licensee and discuss it with them. He discussed it
with people across the street, th‘e university
hospital. 4

And the one thing - we fOl;Ild that there
was poor management oversi?;‘h#,: or’t‘«ﬁere was.no‘ne, of
the contractors. Th&. 1}:r}ainir;g;;;’fr’4hen we interviewed
various different pedp‘lé,’ t}_ley iﬂdigated they have
never been tvraig'r%edx on Vtﬁebidefin'it'ion of a medical

event, who%to report a medical event to if they did

discoveriione, and the typical things that you would
exggfé_jct a medy‘irigai p]‘fyvsfi cist to know. But in this case

they claimed tHgt they were not very knowledgeable

about that.: .

Xnd then, we found that the contractors,
both the physicist and the physician contractors, no
one was looking over their work. The radiation safety
staff, they did quarterly audits, bul their audits
didn't pick up any of these problems. Sc we also have
another problem.

CHAIRMAN MALMUD: Mr. Lieto, vyou had a
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one part of the policy ststement and
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over drugs.
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rizes NRC “to issue general or specific
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byproduct material +.e ¢ medical
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“POLICY STATEMENTS

FDA's activities, © in harmony with
regulation by the Department  of.

pos-
session, impart and export of byprod-
uct material. Finally, Section- 81 slso
directs that

not permit the dis-

T Socfal Security. Ad-

ministration_and-the Joint. Commls-

sion on Accreditation of Haspiltals; and
fis with Oecu

be 2 part of the practice of medirine.
The Commission recog:uzes that phy-
sicians have the primary responsdility
for the protection of their patlents.
The Commission helleves: that basic
decisions concerning the diagnosts and
disease are & part of the

A pational Safety
and Health

of the work-place for the use of natu-
rally-occurzing. and _accelerstor-pro-
duced radioactive materials. . N
The zecond part -of. KRC's policy
statement Indicates that NRC will reg-
ulate the radiation safety of patients
where justified by the risk to patients
and where voluntary standards, or
2t with these standards. are

ations, for -ths

Commission  regul:
twost part set forth in 10 CFR Parts 30

tnadequate. As-noted before, NRC has
the authority to regulate the radiation
safety of patients.
The x&sx‘sm 2 rtp;)rt discusses-
3

 were to carry
out the hroad regulatory scheme en-
visaged by section: 81, For- example,
Part 35 ulatl

of .the popul

{ek: tient and are
traditionslly considered to be a past of
the practice of medicine. NRC regula-
tions sre predicated on the assiznption
that properly trained and adequately
tnformed physiclans Wil make decl-
sions in the best interest of thelr pa-
tients.

The regulations try to find &.balance
between adequate controls and svold-
ance of undue interference in medical
judgments. . A consequence of toc
much regulation- could be poorer
health care dellvery to patients. A con-
of leaving to physicians the

tion to medical o
diation. That report. which includes

to humin uses. of byproduct. material.
FDA’S statutory authority :(Federal
Food, Drug_ Castmetic Act,

amended, 21 U.S.C.. 301 el seq.) ddes
not diminish NRC's suthority. Where
NRC’s and FDA's suthorities overlap,
the respective authorities can be har.

by

The central question i a question.of
policy not authorily, narmely:

To what extent should the protec-
tion of the patient be considered in
NRC's regulation of the medical use of
byproduct material? <

From the standpoint of cuthority, it
is clear that C can regulate the
medical uses of dyproduct material to

protect the health and safety of users -

of this material, for instance, patients
In licénsing the possessfon and use of
byproduct material, NRC establisties
limits within which physiclans exer-
cise professionsl discretion. From the
policy, these limits
depend upon. how NRC views the po-
tential hazard to the patienat’s health:

and safety in the uses-of the byprod- "

uct material. The greater the potential
hezard to & patient from the byprod-

maljority of the decisions. concerning
ir. is that the physicians

all-imedical uses of fonizing $o1
shows  sn -average. dose Tate from
radiopharmaceuticaly of & mrem/year:
and: an averzge dose rate from dlag-
postic radiclegy of 72 mrem/yéar in

1270, .

The folowing. quotation fs from the
NAS-BEIR report:’ .

In the foreseesble’ future; the malor con-
tributors to ridistion exposure of the popu-
tstlon w1 rontinue -to be -natural back-.
ground with g0 Average. whole body dose of”
about 100 mrem/year, and medicil spplica-
tons which now coniribu’e comjaratie ex-
postires to various tissces of the body. Nledl-
! exposures are not under controlor guid-
ance by regulation or Taw at preseat. “The
use of lonizing radiation-in mpaz!.ne. I;l g

thel
wiil make mistakes. The tighlest regy-
Iatién of physicians' decisions by Fed-
eral, State and professional groups will
riot be able to prevent future incidents
in the medical uses.of radioisotopes.
The Commission recognizes that
FDA regulates the manufacture and
interstate distribution of drugs, includ-
ing those that are, radivactive. FDA
siso regulates the investigational and
research uses of drugs as well as the
specific_guldance on: doses and proce-
dures found in the product:labeling.
However, FDA does not have the au-
thority to restrict the routine use of
drugs to procedures (descrived. [n the
)- FDA- has ‘approved

tremendous walie. But Rt 4
reduce exposures sibce this can be accom:’
plished without 1053 of benieflt aad st rela-
tively low cost. The aim I3 not- only to
reduce the radiation exposure o the tndl-
widua! but also to bave procedures carvied’
out with maximuin efficlency so that thére
can . be B _continuding. ncrease imedical”
benefits accompanted by & minimum radl:
silon exposure.. i . .
NRC #lll act to-helpensure that ra-
dlatfon éxposure to patients.is a5 low
bly achievable,

scribe. aress that might otherwise be.
ed: as-within the discretion of.
the physician.

The first part of NRC's policy state-

ment indicates that. NRC:will continue
to, régulite the medical uses of radiof-

35 pecesyary to provide for the
radistion safety of workers and the
general public:* This iz the traditional

regulatory function of NRC for sll,
special’

uses -of byprodixct, “source and
pDuclear: rial. It - a

role that was not questioned by any of .-

the commenters. buf, rather. it was
I iy ass ssary
role’in the medical uses of radioiso-

topes.
NRC's regulation-.of the radlation

safety of workers snd the. general
1 uses:

as is

with competent medical care and with
inimal intrusion into medical Jude-
ments. NRC will not exercise regula-
tory .contral " in- those: ‘sress. where,
upon. careful ‘examination, ‘it deter-
maines that there are ‘adequate. reguls-
tions by other-Federal or State agenc

ss safe and effective. Indeed, NRC is
‘the only Federal Agency that s cur-
rently suthorized to regulate the you-
tine use: of r’.dlo,acﬁve drugs from the
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Senator SPECTER. Thank you, Dr. Kao.

T

not regulated the safety and effective-
ness of radicactive drugs since 1975.
Also, there are not many States that
are equipped to regulate radioactive
drug safety and elfectiveness.

-~ Dated -af~Washington, D.C. this Ist
day of February 1979,

September 29, 1995

We are now going to turn to Panel 3 before a f
W the ques-
tioning so we can have a factual basis for th stioni K
WhSat lllas alipeared in the press. © questioning beyond
0, I would like to call at this time Dr. Gerald Cross, Dr. Ri
0, ] ' ' . , Dr. Richard
Whittington, Director Michael Moreland, Director Richard Citr%l;l
Dr. Michael Hagan, and Director Steve Reynolds. ’
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Our first witness on this panel will be Dr. Gerald Cross, who has
an M.D. from Loma Linda University. He is the Veteran Adminis-
tration’s top doctor, and is the Principal Deputy Under Secretary
for Health. Dr. Cross appeared at a hearing of the Senate Veterans’
Affairs Committee last week and graciously consented to come to
this hearing, although it caused a change to his plans. So, we ap-
preciate your becoming available, as we did want to proceed at the
earliest practical date.

Dr. Cross, the floor is yours for 5 minutes.

STATEMENT OF GERALD M. CROSS, MD, FAAFP, ACTING
UNDER SECRETARY FOR HEALTH, U.S. DEPARTMENT OF
VETERANS’ AFFAIRS; ACCOMPANIED BY MICHAEL E.
MORELAND, FACHE, DIRECTOR, VISN 4; RICHARD CITRON,
FACHE, DIRECTOR, PHILADELPHIA VA MEDICAL CENTER;
MICHAEL HAGAN, MD, PHD, NATIONAL DIRECTOR, RADI-
ATION ONCOLOGY PROGRAM, RICHMOND VA MEDICAL CEN-
TER; MARY MOORE, RADIATION SAFETY OFFICER, PHILA-
DELPHIA VA MEDICAL CENTER; AND JOEL MASLOW, MD,
CHAIRMAN, PHILADELPHIA VA MEDICAL CENTER RADI-
ATION SAFETY COMMITTEE

Dr. Cross. Good morning, Senator and Congressmen. Thank you
for the opportunity to discuss the treatment of veterans with pros-
tate cancer through brachytherapy.

VA has a well-documented record of quality care, but when there
are exceptions, whatever the cause may be, we apologize and ex-
press our deep regret to the patient, as I do now.

Indeed, we go beyond that. We work with the individual patient
to provide them the care that they need. We further analyze what
went wrong, we take corrective actions, and we look at the lessons
learned that can be applied throughout our national health care
system. VA is not afraid to admit when we make a mistake, and
we strive to make as few mistakes as possible.

The staff at the Philadelphia VAMC discovered the problem, a
possible underdosing and incorrect dosage of patients in May 2008,
and the VA Medical Center Director immediately suspended the
program and convened the Administrative Board of Investigation to
uncover the facts.

We informed and treated all affected veterans. The VA National
Director of Radiation Oncology continues to investigate the reasons
why these problems were not detected earlier.

My testimony today will briefly describe brachytherapy, explain
what happened as we currently understand the facts, and describe
VA’s response.

In brachytherapy for prostate cancer, small radioactive seeds are
implanted in the prostate to destroy cancerous cells. Although the
risk to healthy tissues to the body is minimal, side effects may
occur.

So, what has been learned? A lot. We value our relationships
with universities, but the responsibilities for care and oversight
must be well defined at the outset, even when, as in this case,
there is a contract with a university. Despite those facts, at the end
of the day, VA must oversee the quality of care for veterans.
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External oversight is also important, but not sufficient. Note-
worthy is the fact that the VA program is accredited while about
85 percent of the programs outside the VA are not.

We will continue to ensure that all stakeholders are made aware
of all-important developments, positive and negative, concerning
veterans’ health care.

Now, I will describe the details. On May 5, 2008, a radiation
oncologist performed a brachytherapy procedure using seeds of a
lower apparent activity than intended. A physicist discovered this
underdosing 10 days after the initial procedure. The physicist noti-
fied the facility’s radiation safety officer, who immediately reported
the problem to VA’s National Health Physics Program.

On May 16, 2008, VA’s National Health Physics Program also no-
tified the Nuclear Regulatory Commission. VA convened a clinical
risk assessment advisory board, which recommended that all prior
treatments be reviewed and notification of all patients who re-
ceived inadequate radiation dosages.

External physicians and physicists with no involvement with the
Philadelphia VAMC brachytherapy program conducted these ex-
aminations of patient scans, dosages, and medical records. During
this review, we found up to 92 potential events involving under-
dosing or imprecise placement.

It is important to highlight for these additional cases that the
definition of “medical event” does not necessarily mean veterans
were harmed, and experts still debate the long-term impact of the
treatment. Nonetheless, VA took the conservative approach of noti-
fying these veterans.

On July 2, 2008, the Philadelphia VAMC issued a press release
and notified local Members of Congress and veteran service organi-
zations; that was in 2008. The facility also took the proactive steps
to contact each of the 114 veterans who underwent brachytherapy
at VAMC from 2002, when the program started, to 2008, whether
they experienced a medical event or not.

VA sent each veteran a certified letter and called each veteran
or the veteran’s family directly. We also established a toll-free tele-
phone number to answer questions. VA is covering all costs associ-
ated with additional tests and continuing to monitor their care at
other VA and private facilities.

We regret this problem went undetected. VA, as with other
health systems, relies on complimentary systems of accountability
to identify quality problems. Many of these systems failed to detect
the less-than-optimal care in this case, and in fact, it was only the
recognition of potential problems by VA staff that eventually led to
more in-depth investigation, review, and subsequent disclosure to
patients and to the public.

The Philadelphia VAMC brachytherapy program has been sus-
pended since June 2008, and will not reopen until the NRC’s con-
cerns have been satisfied and until requirements of the VA radi-
ation oncology program are met.

Senator SPECTER. Did you say suspended in June 2008?

Dr. Cross. Yes, sir. This notice was sent out in June 2008.

VA currently offers brachytherapy at nine other facilities, and we
are working to ensure the highest quality of care for prostate
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brachytherapy. Currently, the NRC is refining the definition of
medical event as it pertains to these procedures.

VA has developed criteria for suspending and restarting prostate
brachytherapy program. VA’s National Health Physics Program
will continue to conduct the site inspections at all facilities where
prostate brachytherapy is conducted.

VA clinical standards and procedures are now among the most
rigorous in the health care industry.

Secretary Shinseki in VA

Senator SPECTER. Dr. Cross, how much more time will you need?

Dr. Cross. Thirty seconds.

Senator SPECTER. Thank you.

Dr. Cross. Thank you, sir.

VA Secretary Shinseki and VA senior leadership are conducting
a top-to-bottom review of the Department and are implementing
aggressive actions to ensure the right procedures are in place to
protect our veterans in providing them the highest quality of care
possible.

Let me again emphasize our regret that this incident occurred
and how proud I am of the work our staff at the Philadelphia
VAMC does on behalf of America’s veterans. While we recognize
the seriousness of this situation, it is important that our veterans
and their loved ones have faith and confidence in our medical sys-
tem.

Thank you once again for the opportunity to testify, Senator.

[The prepared statement of Dr. Cross follows:]

PREPARED STATEMENT OF GERALD M. CrROSS, MD, ACTING UNDER SECRETARY FOR
HEALTH, U.S. DEPARTMENT OF VETERANS AFFAIRS

Good morning, Senator Specter and Congressman Adler. Thank you for the oppor-
tunity to discuss the Philadelphia Veterans Affairs Medical Center’s (VAMC) treat-
ment of Veterans with prostate cancer through brachytherapy. I am accompanied
today by Mr. Michael E. Moreland, Director, VISN 4; Mr. Richard Citron, Director,
Philadelphia VA Medical Center; Dr. Michael Hagan, National Director for Radi-
ation Oncology in the Veterans Health Administration; and Dr. Richard
Whittington, Physician in Radiation Therapy at the Philadelphia VAMC. The staff
at the Philadelphia VAMC discovered the problem of possible under-dosing and in-
correct dosage of patients in May 2008, and the VA medical center director did not
hesitate to immediately suspend the program and convene an Administrative Board
of Investigation to uncover the facts. We informed and treated all affected Veterans
and promptly suspended the program. The VA National Director of Radiation Oncol-
ogy 1s continuing to investigate the reasons why these problems were not detected
earlier. My testimony today will briefly describe brachytherapy, explain what hap-
pened as we currently understand the facts, and describe VA’s response. Please let
me begin by saying I am disappointed my fellow Veterans did not always receive
the quality health care they deserve.

Brachytherapy for prostate cancer is a form of nuclear radiotherapy where small
radioactive seeds are implanted in the prostate to destroy cancerous cells. Although
risk to healthy tissues in the body is minimal, side effects may occur.

On May 5, 2008, a radiation oncologist performed a permanent implant prostate
brachytherapy procedure using seeds of a lower apparent activity than intended. A
physicist discovered this under-dosage ten days after the initial procedure. The
physicist notified the facility’s Radiation Safety Officer, who immediately reported
the problem to VA’s National Health Physics Program. On May 16, 2008, VA’s Na-
tional Health Physics Program also notified the Nuclear Regulatory Commission
(NRC). VA convened a Clinical Risk Assessment Advisory Board, which recom-
mended that all prior treatments be reviewed and that all patients who received in-
adequate radiation dosages be notified. Independent, external physicians and physi-
cists with no involvement with the Philadelphia VAMC’s brachytherapy program
conducted these examinations of patient scans, dosages, and medical records. Dur-
ing this review, it was discovered that 92 events involving under-dosing or doses to
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organs or tissues other than the treatment site were found that met the definition
of a medical event according to the NRC. VA has regularly informed the NRC of
any updates. It is important to highlight for these additional cases that the defini-
tion of “medical event” does not necessarily mean Veterans were harmed, and ex-
perts still debate the long-term impact of this treatment. Nonetheless, VA took the
conservative approach of notifying these Veterans because we did not deliver a
treatment as promised.

On July 2, 2008, the Philadelphia VAMC issued a press release and notified local
Members of Congress and Veterans Service Organizations. The facility also took
proactive steps to contact each of the 114 Veterans who underwent brachytherapy
at the VAMC from 2002 (when the program started) to 2008, whether they experi-
enced a medical event or not. VA sent each Veteran a certified letter and called each
Veteran or the Veteran’s family directly. We also established a toll-free telephone
number to answer questions. VA is covering all costs associated with additional
tests and continuing to monitor their care at other VA and private facilities.

We regret this problem went undetected for nearly six years. VA, as other health
systems, relies on complementary systems of accountability to identify quality prob-
lems like these on the system and individual levels. We use multiple internal and
external survey and inspection processes (e.g., Joint Commission, American College
of Radiology Oncology, American College of Radiology, Nuclear Regulatory Commis-
sion, and others); review of public databases such as the National Practitioner Data
bank; patient satisfaction and complaints; and individual peer review. Many of these
systems failed to detect the aberrant care at Philadelphia, and, in fact, it was only
the recognition of potential problems by VA staff that eventually led to more in-
depth investigation, review, and subsequent disclosure to patients and the public.

The Philadelphia VAMC’s brachytherapy program has been suspended since June
2008 and will not be reopened until the NRC’s concerns have been satisfied and
until requirements of the VA Radiation Oncology Program are met. VA also tempo-
rarily suspended programs at facilities in Washington, DC, Cincinnati, Ohio, and
Jackson, Mississippi. Based upon these reviews, the Cincinnati program was found
satisfactory and is in the process of fulfilling national VA requirements for resuming
prostate brachytherapy. Complete reviews of the Jackson and Washington programs
continue. VA will also notify any additional Veterans if we determine they experi-
enced a medical event.

VA currently offers brachytherapy at nine other facilities, and we are working
with the NRC on regulatory issues related to prostate brachytherapy. Currently, the
NRC is refining the definition of “medical event” as it pertains to these procedures.
VA has developed criteria for suspending and restarting prostate brachytherapy pro-
grams. VA’s National Health Physics Program will be conducting periodic site in-
spections at all facilities where prostate brachytherapy is performed and whenever
a possible medical event is reported. VA clinical standards and procedures are now
among the most rigorous in the health care industry.

Secretary Shinseki and VA’s senior leadership are conducting a top-to-bottom re-
view of the Department and are implementing aggressive actions to ensure the right
policies and procedures are in place to protect our Veterans while providing them
the highest quality health care possible.

Let me again emphasize our regret that this incident occurred, and add how
proud I am of the work our staff at the Philadelphia VAMC does on behalf of Amer-
ica’s Veterans. Nearly 60,000 Veterans receive world-class health care at this facility
every year and these events are uncharacteristic of the level of care we provide.
While we recognize the seriousness of the situation, it is important that our Vet-
erans and their loved ones have faith and confidence in our medical system and in
our system of care. Thank you once again for the opportunity to testify.

RESPONSE TO POST-HEARING QUESTIONS SUBMITTED BY HON. RICHARD BURR TO
U.S. DEPARTMENT OF VETERANS AFFAIRS

Question la: I am trying to better understand the number of VA facilities affected
by the issues surrounding the brachytherapy program.

On Monday, June 22, SVAC staff met with Dr. Cross and other staff at VACO.
VA informed the staff that there were 13 facilities nationwide where this procedure
was performed, and 3 facilities had reported problems (Philadelphia, PA, Jackson,
MS, and Washington, DC). When asked to clarify whether the other ten facilities
were foud to not have issues and continued to operate, VA answered in the affirma-
tive.



47

In a follow up briefing on Friday, June 26 given to SVAC and HVAC staff, VA
detailed that there actually were four hospitals where problems were discovered, in-
forming the staff about issues at the Cincinnati hospital.

At the Monday, June 29 hearing on this issue in Philadelphia, VA reaffirmed this
number four and testified that, “The Philadelphia VAMC’s brachytherapy program
has been suspended since June 2008 . . . VA also temporarily suspended programs
at facilities in Washington, DC, Cincinnati, OH, and Jackson, MS.”

Yet, in written testimony, Mr. Reynolds of the NRC stated that, “The VA has
agreed to not restart the prostate brachytherapy treatment programs at five sites,
including the VA Philadelphia, until all commitments have been met.”

According to the NRC, procedures at the Los Angeles VAMC were also “sus-
pended.” When SVAC staff went back to VA to confirm the number of facilities still
open, they learned that the Durham VAMC had voluntarily halted these procedures.
In addition, two other hospitals, in Reno and Birmingham, maintain inactive pro-
grams. Therefore, I am now under the impression that only seven of the 15 hos-
pitals that offered this procedure since 2005 are still performing brachytherapy.

To clarify for the record, how many of these 15 hospitals are considered to have
“active” brachytherapy programs? How many have been “suspended” by the NRC?
How many have voluntarily ceased operations?

Response. Beginning in June 2008, the Department of Veterans Affairs (VA) used
the situation in Philadelphia to proactively conduct a comprehensive review of its
prostate brachytherapy programs. Fifteen VA facilities have provided prostate im-
plants since 2005. Of those 15 sites, 2 had already voluntarily deactivated its pro-
grams prior to the comprehensive 2008 review for reasons other than regulatory vio-
lations. Of those two inactive programs (Birmingham, AL and Reno, NV), Bir-
mingham does not plan to restart and Reno plans to consider resumption of its pro-
gram upon hiring of appropriate urology staff.

Of the 13 remaining programs, 4 (Cincinnati, OH; Philadelphia, PA; Washington,
DC; and Jackson, MS) have been suspended by VA’s National Health Physics Pro-
gram (NHPP).

There are currently nine programs that meet the standard to provide
brachytherapy. Seven facilities, including Albany, NY; Boston, MA; Brooklyn, NY;
Minneapolis, MN; Richmond, VA; San Francisco, CA; and Seattle, WA are active
and offering brachytherapy treatments. In our comprehensive review, we found
these facilities have provided treatments within approved standards.

Two programs meet the standard to provide brachytherapy but are currently not
active. These include the Durham, NC, VA Medical Center (VAMC), which has vol-
untarily chosen to no longer provide this procedure in-house and is providing this
service through a fee-basis agreement with Durham Regional Hospital, and the
Greater Los Angeles Healthcare System (GLA). After internally deciding to pause
to review its procedures, GLA had planned to resume its program in July 2009, but
the Nuclear Regulatory Commission (NRC) reported during the field hearing June
29, 2009 that the prostate brachytherapy program at the facility was suspended.
The Veterans Health Administration (VHA) has requested clarification from NRC
and we are awaiting a response.

The following provides a summary for the 15 facilities mentioned above:

Albany .......ccccceeuen. Active

Birmingham ... Inactive, with no current plans to restart this service

Boston ........ ... Active

Brooklyn .. ... Active

Cincinnati ............... Suspended by VA’s NHPP, completing the process to restart
the program

Durham .................. Non-active; service chief elected to no longer provide this pro-
cedure in-house

Greater LA .............. Non-active; chief of staff and service chief elected to pause

the program to review procedures. NRC concluded the pause
represented suspension requiring the facility to have a re-
start inspection. Upon completion of this review the facility
will begin the restart process.

Jackson .......cccveeen. Suspended by NHPP (100 percent look-back to 2005 ordered)

Minneapolis ... Active

Philadelphia Suspended by NHPP (100 percent look-back); will not be re-
opened until all NRC concerns have been satisfied and until
the requirements of VA’s radiation oncology program are met

Reno ....ccocevveevnenen. Inactive, but will consider restarting the program upon hir-
ing of appropriate urology staff
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Richmond ................ Active
San Francisco ......... Active
Seattle ....cccccoeueenee. Active
Washington, DC ..... Suspended by NHPP (100 percent look-back to 2005 ordered)

Question 1b: How many of the facilities that offer brachytherapy treatment do so
on an in-house basis, contract basis with an outside provider or contract basis but
within the VA facility?

Response. Of the 13 programs cited in our response to Question la, Albany, NY;
Boston, MA; Brooklyn, NY; Cincinnati, OH; Richmond, VA; Seattle, WA; and Wash-
ington, DC, exclusively conducted operations in house during 2008. Greater Los An-
geles, Philadelphia, and San Francisco exclusively used fee-basis or contract author-
ity to provide these services in 2008. Durham, Jackson and Minneapolis conducted
these operations in-house and through fee-basis or contract authority in 2008.

Question Ic: For those eight hospitals that are no longer performing these proce-
dures, please state the individual reasons for each becoming inactive. Have they
been mandated for shutdown by an outside entity or has VA central office or local
VA officials elected to stop the procedures independently?

Response. VA’s NHPP has temporarily suspended four programs, including Cin-
cinnati, Washington, DC, Jackson and Philadelphia because problems were found
involving under-dosing. Based upon a comprehensive review, the Cincinnati pro-
gram was found to be in compliance with VA clinical standards and is completing
the process to fulfill national VA requirements for resuming prostate brachytherapy.
Cincinnati underwent a restart inspection during June 30 to July 1, 2009, with one
pending action to obtain a new treatment planning system. A restart might be pos-
sible in August 2009 from the VHA perspective; however, NRC informed VHA that
restart must be approved by NRC. Philadelphia was suspended by the Veterans In-
tegrated Service Network (VISN) and VAMC after a comprehensive review found
that 91 possible events involving under-dosing or doses to organs or tissues other
than the treatment site were found that met the definition of a medical event ac-
cording to NRC. Philadelphia’s program will not be reopened until all NRC concerns
have been satisfied and until the requirements of VA’s radiation oncology program
are met. Complete reviews of the Jackson and Washington, DC, programs continue.

Two facilities (Birmingham and Reno) voluntarily deactivated its programs prior
to a comprehensive internal review for reasons other than regulatory violations.
Reno intends to re-open its program when they have re-established a urology sup-
port program, but Birmingham does not intend to resume operations. No medical
events were found with past patients at these two sites. Durham voluntarily chose
to no longer provide these services and GLA has temporarily paused its program.

Question 1d: Is there a reason for VA’s oversight to mention the Los Angeles and
Durham facilities at the various briefings and hearing on this topic?

Response. The Durham VAMC is still authorized to perform this procedure; how-
ever, the service chief has voluntarily chosen to no longer provide this procedure in-
house, and is providing this service through a fee-basis agreement with Durham Re-
gional Hospital. In mid 2008, VHA, through NHPP, made a commitment to the NRC
to use D90, which is the dose to 90 percent of the volume of the prostate, to deter-
mine if a medical event had occurred. The physician who was on contract to provide
these services in-house at Durham believed that using this parameter for regulatory
purposes is unacceptable. He decided to stop offering the procedure because he was
concerned regarding the risk of liability for medical events as defined by the D90
parameter. His concern was triggered by the intense regulatory scrutiny of the
brachytherapy program, with numerous inspections over the last year involving
multiple definitions of the term, medical event. Patients requiring this procedure
are currently being provided it on a fee-basis at the Durham Regional Hospital.

There is a proposed revision to the NRC regulations pertaining to the definition
of medical event as regards these procedures, which, if adopted, would allow recon-
sideration of the decision.

The prostate implant program at Durham has been inspected numerous times
within the last year, and no regulatory violations have been cited.

The VA GLA has elected on its own to pause its program to conduct a review of
procedures; upon completion of this review the facility will begin the restart process.
NRC has made an interpretation that the local decision requires the facility to have
a restart inspection. This is the basis for NRC to have listed a fifth seed implant
program as being suspended. Confusion might have resulted from use of the “sus-
pended” terminology by facility staff during the on-site NRC inspection. VHA does
Iliﬁ:té é;lgree with this interpretation and has requested clarification on this issue from
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Question le: In VA’s written statement, after describing problems found in Phila-
delphia, Jackson, Washington, DC, and Cincinnati, you testified that, “VA currently
offers brachytherapy at nine other facilities . . .” In light of the information about
Los Angeles and Durham, does VA stand by this testimony?

Response. The information provided to the Committee in our testimony should
have been more precise: VA offers brachytherapy at seven other facilities. There are
nine programs that meet the standard to provide brachytherapy, but as indicated
earlier, Los Angeles and Durham are not currently offering such procedures. Los
Angeles is working to restart brachytherapy, while Durham has chosen not to offer
the procedure in-house.

Question 2a: With respect to Dr. Kao, Reverend Flippin testified that, “I have
never met the gentleman. He was not the doctor who I met with to decide the type
of therapy to select.” VA has informed SVAC staff that, “the veteran who testified
at the Philadelphia field hearing concerning prostate brachytherapy received treat-
ment from Dr. Kao, not another provider.” Please clarify for the record if Dr. Kao
glas in fact the doctor who performed the brachytherapy procedure on Reverend

ippin.

Response. Dr. Kao performed the brachytherapy implant; a note written by Dr.
Kao in the patient’s medical record states that he performed the implant.

Question 2b: More broadly, what is VA’s policy with respect to informing veterans
of the doctor performing a medical procedure on them? Is it protocol that a VA doc-
tor meet with a patient before performing a procedure on them? Does VA allow a
doctor to perform a procedure on a patient without the specific consent of that pa-
tient regarding the identity of the doctor performing the procedure?

Response. VHA Handbook 1004.1, VHA Informed Consent for Clinical Treatments
and Procedures, requires that informed consent be obtained and documented by a
practitioner who is clinically privileged to perform the treatment or procedure in
question. Clinicians in training (e.g., medical or dental residents) are also author-
ized by the policy to obtain informed consent. Clinicians in training must identify
their supervising attending on the consent form and the patient must be informed
of that supervising attending’s name and the names of any other individuals respon-
sible for authorizing or performing the treatment or procedure. The policy does not
require that the individual obtaining consent be the practitioner who ends up per-
forming the procedure although practitioners are obligated to identify, on the con-
sent form, the clinicians on the treatment team who will perform the procedure.

Due to the requirements of medical training programs, VA attendings and resi-
dents rotate services regularly. It is common for practitioners to cover a medical
service at the time of obtaining the informed consent and then to rotate off service
before the procedure is scheduled or performed. For this reason, the performing and
supervising practitioners identified on the consent form may not always be the prac-
titioners ultimately assigned to the case. In such instances, policy requires that the
patient be notified of the change, and that the discussion and the patient’s assent
be documented in the record. This documentation clarifies that the patient was
made aware of the change and agreed to the change of providers. The policy does
not require that a new signature consent form be completed in such instances.
Please note that Handbook 1004.1 is currently in revision and is expected to be pub-
lished by the fall of 2009. However, requirements for informing patients of who will
be performing the treatment or procedure will remain unchanged in the revised
version.

Senator SPECTER. Thank you very much, Dr. Cross.

Our next witness is Dr. Richard Whittington. Dr. Whittington is
the physician on radiation therapy at the Philadelphia VA Medical
Center, former head of radiation oncology here; his doctorate de-
gree and M.D. are from Rice University.

Thank you for joining us, Dr. Whittington, and we look forward
to your testimony.

STATEMENT OF RICHARD WHITTINGTON, M.D., CHIEF OF
RADIATION ONCOLOGY, PHILADELPHIA VA MEDICAL CENTER

Dr. WHITTINGTON. I do not have a formal opening statement,
Senator. I am sorry.

All T would like to say is that I have been around the Veterans’
Administration for most of my life. My father recently retired from
the Veteran’s Administration after working with the VA for 52
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years. My sister has worked for the VA for 33 years. My brother
worked for the Veterans’ Administration until the day he died. I
am a veteran myself, and I have to say that these incidents that
are described are the low point in my professional career, because
it happened on my watch.

Senator SPECTER. Thank you. We will turn next to Steve Rey-
nolds, a Director of the Division of Nuclear Materials Safety from
the Nuclear Regulatory Commission, bachelor of science in engi-
neering from Florida Institute of Technology, and the Director of
the Nuclear Materials Safety Center since 2005.

Thank you for joining us, Director Reynolds, and the floor is
yours for 5 minutes.

STATEMENT OF STEVE A. REYNOLDS, DIRECTOR, DIVISION OF
NUCLEAR MATERIALS SAFETY, REGION III, U.S. NUCLEAR
REGULATORY COMMISSION

Mr. REYNOLDS. Thank you. Senator Specter, Congressman Adler,
and Congressman Fattah, I am honored to represent the U.S. Nu-
clear Regulatory Commission at today’s hearing.

The NRC is very concerned about this issue. An important part
of our mission as the regulator for the civilian use of nuclear mate-
rial is to protect public health and safety, including medical uses.
Therefore, we are concerned about all patients receiving medical
care, including our veterans.

The NRC does not regulate the practice of medicine. We do, how-
ever, set the rules under which licensees such as the VA use radio-
active material. As a holder of the NRC license, it is the responsi-
bility of the VA to identify problems in medical treatments and re-
port those problems to the NRC.

The NRC, once notified of the apparent problems, began increas-
ingly intensive inspections of the brachytherapy program at VA
Philadelphia and at the 12 other VA facilities that conduct this
anedical procedure. We are concerned about what we have found to

ate.

The VA has suspended this procedure at five sites, including
Philadelphia, and they will not restart until we, the NRC, are sat-
isfied they have addressed all the problems. Our inspections are
continuing, and once we complete these later this summer, the
Agency will determine if enforcement action is necessary.

We are also looking at NRC procedures to see if there are im-
provements we can make in our oversight system. We will continue
to look critically at our inspection and licensing programs, as well
as to consider proposed regulatory changes.

In closing, the NRC takes these medical events very seriously,
and continues to be actively engaged on these issues. Thank you.

[The prepared statement of Mr. Reynolds follows:]

PREPARED STATEMENT OF STEVEN REYNOLDS DIRECTOR, DIVISION OF NUCLEAR
MATERIALS SAFETY REGION III, U.S. NUCLEAR REGULATORY COMMISSION

INTRODUCTION

Senator Specter, Members of the Committee, and Representative Adler, I am hon-
ored to appear before you today to discuss the U.S. Nuclear Regulatory Commis-
sion’s (NRC) regulatory role, actions, and findings to date regarding medical events
at the U. S. Department of Veterans Affairs hospitals, particularly the Veterans Af-
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fairs Medical Center in Philadelphia, Pennsylvania (VA Philadelphia). I hope that
my testimony will be helpful to the Committee’s work.

NRC’S REGULATORY ROLE

The NRC is an independent agency created by Congress to license and regulate
the civilian use of radioactive materials. The NRC issues licenses to facilities that
authorize the safe and secure possession and use of radioactive material. In the nu-
clear medicine area, the NRC does not regulate the practice of medicine. NRC’s reg-
ulations ensure the adequate protection of those working with radioactive material,
the public, the environment and that the patient receives the doctor’s intended radi-
ation dose.

The agency’s Region III office, based in Lisle, Illinois, provides regulatory over-
sight of the Department of Veterans Affairs’ license. The VA was issued a master
materials license (MML) in March, 2003. An MML is issued only to Federal organi-
zations and authorizes the use of radioactive material at multiple sites. The holder
of the MML is responsible for ensuring that NRC requirements are met. Prior to
issuance of the MML, the NRC issued a license to each VA site throughout the
United States. The VA’s license requires the VA to establish an internal, inde-
pendent framework of oversight consistent with NRC regulations, and inspection
and enforcement policies, procedures, and guidance. In this framework, the respon-
sibility for patient safety and day-to-day oversight of VA medical procedures using
radioactive materials lies with the VA’s National Radiation Safety Committee. The
VA’s National Health Physics Program (NHPP) acts as the VA’s regulatory organi-
zation and is responsible for issuing permits, conducting inspections and event fol-
low-up, investigating incidents, allegations and enforcement.

BACKGROUND OF THE VA MEDICAL CENTER IN PHILADELPHIA

VA Philadelphia began performing permanent implant prostate brachytherapy in
2002, using contracted doctors from the University of Pennsylvania Hospital. The
NRC received a report of a potential medical event in 2003. The NRC conducted an
inspection and examined the record of the event as well as the procedures for pros-
tate implants and interviewed the physician involved but did not identify any viola-
tions of NRC regulations. In 2005, a similar potential medical event was reported
to the VA’s NHPP. The NRC was informed of the event and evaluated the perform-
ance of the NHPP inspectors by observing the NHPP inspection of the event. NHPP
did not identify any violations at VA Philadelphia.

On May 18, 2008, the NRC received notification of a potential medical event from
the VA that a patient undergoing treatment for prostate cancer at the VA Philadel-
phia received a dose that was over 20 percent lower than what was prescribed.

In response to this prostate underdose at VA Philadelphia, the NHPP conducted
an inspection at the facility in May 2008. Based on the preliminary inspection find-
ings, the NHPP requested VA Philadelphia to review more prostate brachytherapy
treatments. Ultimately, all 116 prostate brachytherapy treatments performed since
the inception of the program were reviewed by the VA.

NRC’S RESPONSE TO DATE

NRC closely followed the initial actions of the VA Philadelphia and the NHPP
and, based on additional potential events, determined that it was necessary to accel-
erate our direct involvement.

First, the NRC conducted an independent inspection at VA Philadelphia in July
2008. Second, based on the NRC’s preliminary inspection findings and the growing
number of potential medical events, the NRC launched a Special Inspection in Sep-
tember 2008. The NRC’s ongoing Special Inspection was tasked to:

e conduct further on-site inspections at the VA Philadelphia;

e conduct on-site inspections at all of the VA hospitals authorized to perform
prostate brachytherapy treatments;

e review the circumstances surrounding the multiple medical events at the VA
Philadelphia;

e assess prostate brachytherapy programs at the other VA facilities;

e assess the performance of the NHPP;

o determine whether the problems at the VA Philadelphia could be affecting other
medical facilities; and

e conduct, with the assistance of a medical consultant, an independent assess-
ment of possible health effects on patients who had received the wrong doses.

Third, in October 2008, the NRC issued a Confirmatory Action Letter to the VA,
which confirms commitments made to the NRC by the VA to identify, address, and
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prevent the problems that have led to these medical events, including the following
actions:

e conduct NHPP inspections at all 13 VA hospitals authorized to perform prostate
brachytherapy treatments;

e develop and implement standardized procedures for prostate brachytherapy
treatments at all VA hospitals;

o identify causes of the medical events and implementing corrective actions;

e suspend any prostate brachytherapy treatment program where 20 percent or
more of the treatments have been identified as medical events;

e conduct an inspection to confirm that all necessary corrective actions have been
taken prior to restarting any suspended brachytherapy treatment program; and

e conduct an inspection of new prostate brachytherapy treatment programs prior
to startup to confirm they meet the enhanced standards.

Because the physician conducting many of the prostrate brachytherapy treat-
ments also worked at a local hospital, the Commonwealth of Pennsylvania and the
local hospital were notified.

The NRC will verify through inspections that the commitments in the Confirm-
atory Action Letter have been successfully completed. The VA has agreed to not re-
start prostate brachytherapy treatment programs at five sites, including the VA
Philadelphia, until all commitments have been met.

Fourth, on March 30, 2009, the NRC issued a Special Inspection Report on the
medical events at the Philadelphia VA that identified six apparent violations of
NRC regulations: (1) the failure to develop adequate written procedures to provide
high confidence that each prostate seed implant administration is in accordance
with the written directive; (2) the failure to develop procedures that address meth-
ods for verifying that administration is in accordance with the treatment plan and
written directive; (3) the failure to train supervised individuals regarding identifica-
tion and reporting requirements for medical events; (4) the failure to instruct a non-
supervised individual regarding identification and reporting of medical events; (5)
the failure to record total dose received by a patient on a written directive; and, (6)
the failure to provide required information in several 15-day reports to the NRC.
In addition to these apparent violations, the NRC identified concerns involving inad-
equate management oversight by the Radiation Safety Officer and the Radiation
Safety Committee at VA Philadelphia, and a pattern of unreported safety concerns.

Finally, in response to a Demand For Information issued to him by the NRC, the
physician who performed the majority of the brachytherapy treatments at the VA
Philadelphia, confirmed that he is currently not performing these treatments at any
facility—VA or otherwise. He has also confirmed that he would give prior notifica-
tion to the NRC if and when he resumes these treatments.

FUTURE NRC ACTIONS

The NRC is continuing to review the events at VA Philadelphia. We plan to issue
separate Special Inspection reports that will address the findings of the inspections
conducted at VA Philadelphia and at the other VA facilities authorized to perform
prostate brachytherapy treatments, and the NHPP’s performance at the conclusion
of these inspection activities. As part of our response, the agency will consider what
enforcement actions are warranted in these cases. The NRC will also notify all fa-
cilities administering this type of treatment about findings from these inspections
that may inform their practice and where there may be common implications for the
medical community and other stakeholders. These actions will be publicly available.

The NRC will also apply the findings of our evaluations to our own regulatory
practices. In this case, two areas that we have identified as needing increased NRC
attention are licensee oversight of contract doctors and the safety culture at mate-
rials licensees. We will continue to look critically at our licensing and inspection pro-
gram to determine what enhancements are needed.

Prior to the current events at the VA, the NRC had been evaluating, with input
from the nuclear medicine community and other stakeholders, a proposed change to
our regulations that may prohibit physicians from changing written treatment or-
ders after the procedure begins. The issue of changing these orders during proce-
dures was identified as a concern in the practice at the VA Philadelphia.

CONCLUSION

The NRC takes these medical events very seriously and continues our in-depth
inspection. Once we have completed this work, we will evaluate the VA’s response
to our findings and determine what enforcement actions are warranted. Thank you
for the opportunity to testify here today. I would be pleased to respond to your
questions.
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RESPONSE TO POST-HEARING QUESTIONS SUBMITTED BY HON. RICHARD BURR TO
STEVEN REYNOLDS, DIRECTOR, DIVISION OF NUCLEAR MATERIALS SAFETY, UNITED
STATES NUCLEAR REGULATORY COMMISSION

Question 1. How many non-VA facilities has the NRC issued licenses to for the
possession and use of radioactive material? How many facilities use that material
for prostate brachytherapy treatment? Is the University of Pennsylvania Hospital
one of the facilities which possesses a license?

Response. There are currently approximately 3400 active NRC licenses in the 13
States regulated by NRC which authorize the possession and use of radioactive ma-
terial. Over 500 NRC licensees are approved to use radioactive materials for
brachytherapy. The NRC’s database does not differentiate between prostate
brachytherapy and other brachytherapy uses, so this number is all-inclusive. The
University of Pennsylvania possessed an NRC license until March 31, 2008, when
the NRC relinquished the authority for licensing to the Commonwealth of Pennsyl-
vania. On that date, Pennsylvania became an Agreement State. Under certain con-
ditions (as allowed by Section 274 of the Atomic Energy Act), the NRC enters into
agreements with State Governors. Those agreements authorize individual States to
regulate the safe use of specific radioactive materials within their borders. This in-
cludes radioisotopes used in medicine and industry.

Question 2. Are the NRC guidelines that VA follows for reporting a potential med-
ical event the same guidelines that non-VA facilities are required to follow? Are they
‘fc‘hﬁ sa})me guidelines that the University of Pennsylvania Hospital is required to

ollow?

Response. Yes, the NRC reporting requirements for both VA and non-VA facilities
are the same. The NRC reporting requirements are found in Title 10 of the Code
of Federal Regulations (CFR), Part 35, Section 35.3045. Prior to the Commonwealth
of Pennsylvania becoming an Agreement State on March 31, 2008, the University
of Pennsylvania Hospital was required to follow the NRC reporting requirements.
Since March 31, 2008, the University of Pennsylvania Hospital is required to follow
Pennsylvania’s reporting requirements, which are identical to the NRC’s. Pennsylva-
nia’s Code Title 25, Chapter 224.10 (a) incorporates 10 CFR Part 35 by reference,
meaning that Pennsylvania’s regulations for the medical use of byproduct material
are identical to NRC’s.

Question 3. How many brachytherapy treatment procedures were conducted na-
tionwide since 2002? How many reports of potential medical events with respect to
brachytherapy treatment have you received from non-VA facility licensees since that
time? How many on-site inspections has the NRC performed since that time on non-
VA facilities authorized to perform brachytherapy treatments? How many actual
violations have you found? How many facilities have had to suspend their
brachytherapy treatment programs until compliance with NRC guidelines was
achieved? Did the NRC ever receive reports of potential medical events from the
University of Pennsylvania Hospital? Did the NRC ever investigate the University
of Pennsylvania Hospital’s brachytherapy treatment program? If so, what was the
conclusion?

Response. The NRC understands that the question pertains to manual prostate
seed implant brachytherapy procedures. The NRC does not maintain statistics re-
garding the number of brachytherapy treatment procedures conducted annually.
However, based on information gathered from professional organizations involved in
brachytherapy, an estimated annual average of 40,000 brachytherapy procedures
(all-inclusive, not limited to prostate brachytherapy) have been conducted nation-
wide since 2002. Between 2002 and July 17, 2009, the NRC received 53 reports of
medical events involving manual prostate seed implant brachytherapy procedures
that were administered to 208 patients. Forty-three of these reports were received
from non-VA facilities and involved 95 patients. Ten reports were received from VA
facilities and involved 113 patients.

Between 2002 and July 17, 2009, the NRC conducted 806 inspections at non-VA
facilities that perform all types of brachytherapy, including prostate brachytherapy.
The NRC does not maintain separate inspection statistics limited to only prostate
brachytherapy. The NRC issued a total of seven violations specific to prostate
brachytherapy. In addition to the five suspended VA brachytherapy programs, two
non-VA facilities suspended their brachytherapy programs as a result of medical
events. These two programs resumed after implementing corrective actions to
achieve compliance with NRC requirements.

The NRC received one report of a medical event from the University of Pennsyl-
vania Hospital involving a prostate implant. On May 5, 2001, that hospital reported
a misadministration (now referred to as a “medical event”) involving a leaking seed
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which was implanted into the prostate of a patient. The NRC conducted a special
inspection on May 7, 2001. No violations of regulatory requirements were identified
during the special inspection. It should be noted that having a medical event in
itself is not a violation.

The NRC conducted other inspections at the University of Pennsylvania, including
its hospital. The most recent NRC inspection conducted March 19 through 22, 2007,
did not identify any violations associated with the prostate brachytherapy activities.
Previous NRC inspections were conducted November 29 through December 3, 2004
and December 9 through 12, 2002; no violations were identified regarding the pros-
tate brachytherapy program during these previous inspections.

Question 4. Your testimony states that “VA has agreed to not restart prostate
brachytherapy treatment programs at five sites . . . .” However, VA testimony
states that only four sites, including Philadelphia, were temporarily suspended.
What is the 5th site you are referring to that VA is not? Why would that site not
be included in VA’s testimony?

Response. The fifth site NRC referred to was the VA Greater Los Angeles (GLA)
Medical Center. The NRC included this as a suspended site based on information
provided in a report dated February 24, 2009 from the VA National Health Physics
Program (NHPP), which states “the prostate implant program at GLA was sus-
pended by the GLA Chief of Staff on February 13, 2009.” The other four VA sites
were suspended by the NHPP (in consultation with each VA Medical Center’s senior
management) and include: VA Philadelphia, Pennsylvania (June 11, 2008); VA Jack-
son, Mississippi (September 2008); VA Washington, D.C (September 26, 2008); VA
Cincinnati, Ohio (October 2008). Each of these VA prostate brachytherapy programs
remain suspended. The NRC does not have an explanation or any additional infor-
mation regarding why the VA’s testimony did not include the fifth site (GLA).

Question 5. I have learned that the Durham VA medical center voluntarily ceased
its brachytherapy program, in large part due to a provider’s discomfort with adher-
ing to NRC’s guidelines. I understand that this same provider will perform
brachytherapy treatments at Duke University Hospital which is subject to North
Carolina guidelines on what is a reportable medical event. Does the NRC delegate
licensing authority to States? What is the difference between the state guidelines
and NRC’s guidelines? Are States free to use their own guidelines on reportable
medical events or must they follow the NRC’s? If they may use their own guidelines,
does it make sense to have two different standards?

Response. Under certain conditions (as allowed by Section 274 of the Atomic En-
ergy Act), the NRC enters into agreements with State Governors. Those agreements
authorize individual States to regulate the safe use of specific radioactive materials
within their borders. This includes radioisotopes used in medicine and industry.

States that meet these conditions and agree to regulate materials must meet spe-
cific criteria for compatability with NRC requirements. Typically, Agreement States
regulate additional sources of radiation that the NRC does not. This generally in-
cludes naturally occurring radioactive materials within their borders. In addition,
the States regulate radiation-producing machines, such as X-ray machines (both
medical and industrial) and particle accelerators.

When an agreement is signed, the NRC discontinues its authority and the State
asserts State authority under its laws and regulations for the material under the
Agreement. However, under the Agreement, certain regulations and program ele-
ments are adopted by an Agreement State to maintain a compatible program with
NRC requirements in accordance with criteria for compatibility. These criteria some-
times must require identical regulations and sometimes allow limited flexibility to
the state in implementing its program. With respect to guidelines for reporting med-
ical events, the Agreement State requirements must be identical to the NRC re-
quirements. Normally, the Agreement States will adopt those identified regulations
within a three year timeframe. The regulations in 10 CFR Part 35, including regula-
tions for reporting a medical event, have been identified as regulations that must
be adopted by Agreement States to maintain a compatible program. North Caro-
lina’s regulations for the Records and Reports of Misadministration, found in North
Carolina Administrative Code Title 15A, Chapter 11, Section .0350 are identical to
NRC 10 CFR 35.3045, Report and Notification of a Medical Event.

Question 6. You stated at the hearing that the requirements to report to NRC
when there is adverse care to patients went into effect in 1979. Dr. Kao’s testimony
states that the standard definition of a reportable medical event to the NRC “was
not in existence when the Brachytherapy Program started at the VA.” Were you and
he talking about two different things? Please resolve the apparent contradiction.

Response. The VA started its brachytherapy program in February 2002. The re-
quirement to report “misadministrations” to the NRC was incorporated into the reg-
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ulations in 1980 (45 FR 31701; May 14, 1980). Events were then classified as
misadministrations when the calculated administered dose differed from the pre-
scribed dose by more than 20%. In 2002 (April, 24), the NRC replaced the term
“misadministration” with “medical event” and revised the reporting requirements.
The term “medical event” more correctly and simply conveys that the radioactive
material, or the radiation from there, was not delivered as directed by the physician.
NRC has therefore had reporting requirements in place since 1980 that require re-
porting of events such as those that took place at the VA hospitals.

Question 7. Dr. Kao’s testimony also states that “The definition of a reportable
medical event to the NRC does not define a standard of effectiveness of medical
treatment either scientifically or medically. A patient whose treatment results in a
reportable medical event may still have received effective treatment and be within
the appropriate standard of medical care.” Is he correct? How did NRC arrive at its
definition of what is a reportable medical event? Does the NRC collaborate with the
medical and scientific community when arriving at a definition?

Response. The reason for medical event reporting requirements is to identify inci-
dents where the end result of a medical use of radioactive material is significantly
different from what was planned. The medical event could be a result of an error
in calculating or delivering a radiation dose, administering the wrong radionuclide
or the wrong amount of the correct radionuclide or other factors that are described
in 10 CFR 35.3045.

The occurrence of medical events may reflect quality assurance problems with the
licensees’ programs and the reporting of medical events in accordance with the cri-
teria established in section 35.3045 is intended to capture those events that result
in actual harm to the patient. However, the threshold for reporting medical events
is set at a level so as to also capture precursor events that may lead to harm to
a patient, if not reported and investigated. Therefore, it is possible that patients,
whose treatment results in a reportable medical event, may still have received effec-
tive treatment and be within the appropriate standard of medical care. However,
the NRC has determined that the reporting requirements are necessary to protect
public health and safety.

NRC’s Medical Use Policy for radioactive materials is not to intrude into medical
judgments affecting patients, except as necessary to provide for the radiation safety
of workers and the general public. Under this policy, NRC will, when justified by
the risk to patients, regulate the radiation safety of patients primarily to assure
that the use of radionuclides is in accordance with the physician’s directions.

The NRC developed the first definition of reportable misadministrations through
a rulemaking process that culminated in the final rule published in 1980. Discus-
sions of the need for this definition began in 1972, based on an incident that oc-
curred where the use of radiopharmaceuticals on a patient resulted in death. Dis-
cussions on the definition and incident data collection continued through the 1970s,
focusing on patient death, harm, or large radiation doses to unanticipated tissues.
The definition of a misadministration has been substantially changed since its in-
ception in 1980. One revision occurred on July 25, 1991, when the rule was revised
to require that events be classified as misadministrations when the calculated ad-
ministered dose differed from the prescribed dose by more than 20% (instead of
10%). Another revision occurred in April 2002, when the term “misadministration”
was changed to “medical event.”

All of the revisions described above were implemented through the NRC’s rule-
making process, which requires that proposed rules are published in the Federal
Register and that the public is given time to provide written comments for consider-
ation by the NRC staff. Once the public comment period has closed, the public com-
ments are addressed and the final rule is published in the Federal Register. The
NRC’s Advisory Committee on the Medical Uses of Isotopes (ACMUI), which pro-
vided input in all of the above rule changes, advises NRC on policy and technical
issues that arise in the regulation of the medical uses of radioactive materials in
diagnosis and therapy. Members of this Committee include health care professionals
from various disciplines who provide comments and recommendations on changes to
NRC regulations and guidance and bring key issues to the attention of the
Commission.

Question 8. Dr. Kao’s testimony suggests other significant factors that the NRC
should include in its defined standards (see “Fact 3” in his testimony). Please com-
ment on his suggestions.

Response. The significant factors identified by Dr. Kao as standards that should
be addressed in the NRC definition of a reportable medical event include: number
of seeds; location of the seeds in the prostate; location of seeds outside the prostate;
concentration of seeds to the affected areas of the prostate; stage, grade and extent
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of the cancer; and the clinical follow up of the PSA test results. These significant
factors pertain to the practice of medicine and the medical judgment of the physi-
cian. In accordance with NRC’s Medical Use Policy Statement (65 FR 47654 dated
August 3, 2000), NRC will not intrude into medical judgments affecting patients, ex-
cept as necessary to provide for the radiation safety of workers and the general pub-
lic. It is not the policy of NRC to regulate the practice of medicine. The practice of
medicine is regulated by the States’ boards of medicine. The NRC Medical Use Pol-
icy Statement also states that the NRC will regulate the radiation safety of patients
where justified by the risk to patients and where voluntary standards or compliance
with these standards are inadequate. This is why the NRC requires identification
of the treatment site, radionuclide, and dose in the written directive. The purpose
of NRC regulations of the medical use of byproduct material is to reduce unneces-
sary radiation exposure to patients, workers, and the public. The focus of NRC regu-
lation to protect the patient’s health and safety is primarily to ensure that the au-
thorized user physician’s directions are followed as they pertain to the administra-
tion of the radiation or radionuclide, rather than to other, non-radiation (e.g., stage,
grade, and extent of the cancer) related aspects of the administration.

Question 9. In response to questions for Representative Fattah, Dr. Kao stated
that “it is almost unavoidable” that some implanted seeds end up outside the pros-
tate because it is an “inherently subjective procedure.” You stated, however, that
based on what is reported to you and based on NRC’s own independent inspections
that “medical events dealing with seeds outside the prostate happen very, very in-
frequently.” Is it possible that Dr. Kao is right and that these events simply aren’t
being reported to NRC, or that you are not catching them during your inspections?

Response. Based on a search of NRC’s events database, between 2002 and July
17, 2009, the NRC received 53 reports of medical events involving manual prostate
seed implant brachytherapy procedures that were administered to 208 patients.
Forty-three of these reports were received from non-VA facilities and involved 95 pa-
tients. Ten reports were received from VA facilities and involved 113 patients. These
statistics demonstrate that events are being identified and reported to the NRC and
that a percentage of the events include seeds that were implanted outside of the
prostate. Additionally, the NRC periodically performs inspections of licensees with
brachytherapy programs. One part of the inspections is to review a sample of
records and determine if the licensees are correctly evaluating their procedures for
medical events, and reporting the medical events when, and if, they occur.

Question 10. During the hearing Dr. Kao referenced transcripts in which a physi-
cian advisor to the NRC commented that if NRC “were to audit all the programs
that do brachytherapy in this country, there would be 20,000 reportable medical
events.” You, in response to a question from Representative Fattah, stated that
NRC receives “very few” medically reportable events. Is the physician advisor in
error with his statement? Or, could it be that he’s correct, and that lax oversight
has resulted in very few events being reported?

Response. NRC understands the question to pertain to manual prostate seed im-
plant brachytherapy procedures. Dr. Kao referenced a section of transcript made by
a physician advisor from NRC’s Advisory Committee on the Medical Uses of Isotopes
meeting in May 2009. The physician advisor was speaking to a hypothetical situa-
tion and was not implying that 20,000 medical events go undetected by NRC.

NRC regulations in 10 CFR 35.3045(c) require medical licensees to report medical
events the next calendar day after they are discovered. NRC requires licensees to
be familiar with the regulations, identify a medical event, and report it to the agency.

Licensees performing permanent implant brachytherapy are inspected every 2-3
years, depending on the size of the medical use program. NRC has performed over
800 inspections of licensees with brachytherapy programs since 2002 and has not
seen anything to suggest such a high rate of occurrence. One part of the inspections
is to review a sample of records and determine if the licensees are correctly evalu-
ating their procedures for medical events, and reporting the medical events when,
and if, they occur. In this timeframe, the NRC received 53 reports of medical events
nationwide from NRC licensees and Agreement State regulators, involving prostate
brachytherapy procedures that were administered to 208 patients. Of these reports,
43 were received from non-VA facilities and involved 95 patients. The remaining 10
reports were received from VA facilities and involved 113 patients.

Question 11. Please confirm when the NRC began to regulate brachytherapy
procedures.

Response. The Atomic Energy Act of 1954 and Energy Reorganization Act of 1974
give the NRC the responsibility to regulate the safe use of byproduct, source and
special nuclear material. In 1954, NRC’s precursor, the Atomic Energy Commission,
implemented its authority to regulate the use of sealed sources for “human use” by
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physicians in 10 CFR 30.24(c). In 1975, NRC specifically amended its regulations
to include the regulation of brachytherapy sources in 10 CFR 35.14 and 10 CFR
35.100, Schedule A, group VI. Additional regulations covering brachytherapy re-
quirements were incorporated into 10 CFR Part 35 in 1980.

Quist;'on 12. What guidance has changed from the NRC over the past twelve
months?

Response. The NRC is currently assessing whether any additional changes are
needed to its regulations or guidance, and is taking a critical look at potential en-
hancements to continually improve its processes. These enhancements include an in-
creased focus on the safety culture at medical facilities, increased focus on medical
facilities’ oversight of contracted medical professionals, increased focus on whether
the involved medical professionals and radiation safety staff understand the defini-
tion of a medical event and reporting requirements, increased focus on extent of con-
dition reviews, and increased focus on post treatment results, to verify that the re-
sults are in accordance with the physicians’ written directives.

Question 13. Please outline any changes throughout the years that have been
made to the guidelines issued by the NRC as to what is considered a medical event.

Response. The following is an outline of changes that have been made to guide-
lines issued by the NRC as to what is considered a medical event:

May 1980: 45 FR 31704, Final Rule On Misadministrations was issued, which es-
tablished misadministration criteria in 10 CFR 35.41, reporting of therapy
misadministrations in 10 CFR 35.42, reporting of diagnostic misadministrations to
13\15R£4 in 10 CFR 35.43, and requiring a record of all misadministrations in 10 CFR

October 1986: 51 FR 36932, Final Rule On Medical Use of Byproduct Material.
The diagnostic administration reporting requirement in 10 CFR 35.33 was changed
to require reports of misadministrations that resulted in a whole body dose greater
than 500 millirem, or an organ dose greater than 2 rem.

Misadministration was defined in part in 10 CFR 35.2 as an administration of a
therapy radiation dose from a sealed source such that errors in the treatment geom-
etry in a calculated total treatment dose differing from the final prescribed total
treatment dose by more than 10 percent.

July 1991: The definition of “misadministration” was revised in 10 CFR 35.2 to
add as reportable events any dosage of I-125 or I-131 greater than 30 microcuries,
where the administered dosage differs from the prescribed dosage by more than 20
percent. Also, a dose threshold of 5 rem dose equivalent or 50 rem dose equivalent
to any individual organ was added to the definition of a diagnostic radiopharma-
ceutical misadministration.

September 1995: The definition of misadministration in 10 CFR 35.2 was amend-
ed by removing the term “patient or human research subject” and inserting the
word “individual.”

April 2002: Final rule was promulgated, which provides the current definition for
medical events, 67 FR 20370. The term “misadministrations” was changed to “med-
ical events.” Section 35.33 “Notifications, reports, and records of misadministra-
tions” was deleted and reporting requirements were moved to section 35.3045.

The dose threshold of 5 rem dose equivalent or 50 rem dose equivalent to any in-
dividual organ is added to the criteria for reporting an incident as a medical event.

Changes to the requirements made the reporting threshold dose-based where pos-
sible and addressed two problem areas, patient intervention and wrong treatment
site.

March 2006: A minor edit to the definition of medical event, 71 FR 15008. Medical
event is defined as an event that meets the criteria in 10 CFR 35.3045(a) or (b).

Senator SPECTER. Thank you very much, Director Reynolds.

The other individuals who are here are for the purpose of an-
swering questions. So, at this time, I would like Reverend Flippin
and Dr. Kao to return to the witness table, and Dr. Cross and Di-
rector Reynolds to stay, and the other prospective witnesses to step
back and we may call on you as the occasion presents itself.

We will now turn to the opening rounds of questions of the wit-
nesses, and they will also be 5 minutes in duration.

Dr. Cross, according to the media accounts, there were 92 vet-
erans at the Philadelphia VA Medical Center who received incor-
rect doses of radiation. They received substantially less than the
radioactive seeds and other patients received excessive radiation to



58

nearby tissue, including bladder and other organs. The incorrect
doses were performed, according to media reports, at the Univer-
sity of Pennsylvania by a doctor under contract to the VA, and that
doctor has been identified as Dr. Gary Kao.

According to the press reports: it took more than 6 years to catch
the mistakes; and the checks were made by those who were in the
program; that the quality assurance aspects of the program were
conducted by the contracted doctors themselves and were not inde-
pendent enough to assure getting an unbiased report.

What has your investigation disclosed with respect to those alle-
gations?

Dr. Cross. We have indeed found on our own investigation after
we discovered this problem ourselves that up to 92 individuals
could have been underdosed—and that is potentially underdosed.
Some investigation still continues into that area.

It is important to understand—and I am a family physician, so
this is not my area of specialty, but as I have learned more about
this in the recent days, I have been impressed—this is both an art
and a science. The art is in how the patient is addressed; how the
seeds are actually lined up and planted.

We did not rely just on internal review, Senator, and that is im-
portant for you to know. And I want to read one 10-second state-
ment.

We also had external review. We were accredited whereas most
programs are non-accredited, and we received a statement in 2007
from the American College of Radiation Oncology that specifically
mentions brachytherapy. In summary it states the following of the
review: “In summary, your PVMC practice, as noted above, is a
well organized and operated radiation oncology practice that not
only meets but in many aspects exceeds the ACRO standards for
practice accreditation, and we are pleased to inform you that the
PVAMC has been awarded a 3-year accreditation.”

They go on to complement the quality assurance program and so
forth. Now, this is an external review organization that came in to
review our program.

Senator SPECTER. Dr. Cross, you have stated in your opening
statement that it is up to the Veterans Administration to do the
oversight.

Dr. Cross. Yes, sir.

Senator SPECTER. What is your response to the allegation that
the quality assurance aspects of the program were conducted by
the contracted doctors themselves and were not independent
enough to assure that there was an unbiased report?

Dr. Cross. I think that is a valid statement.

Senator SPECTER. Why, Dr. Cross, did it take 6 years to find out
what was going on?

Dr. Cross. For two reasons.

The first is that any complication or underdosing is not imme-
diately apparent unless specifically measured.

Number 2, the measures that were put in place to check on the
quality, like the one that I just read to you, suggested that things
were not only good, but better than the national average.

Senator SPECTER. Dr. Cross, with respect to the VA procedure
generally, is this aberrational what went on here at the veterans’



59

hospital? Or is this, with respect to two items, something that
could be occurring other places, and that is, number 1, the failure
of having objective observers to make a determination; and, second,
a failure to find a problem for such a long period of time?

We are obviously concerned about what happened here, but we
are also very concerned about what the practices are by the VA na-
tionally.

My time is up and the red light is on. I am going to shift and
have 10-minute questioning rounds by each of the panelists to give
you a chance to respond, Dr. Cross.

Dr. Cross. There is, in fact, something unique in this situation
at Philadelphia that I think is more so than we would find at other
locations, and that is the nature of the contract and the nature of
the relationship with the University.

In my review of this program, it is almost indistinguishable as
to where the University ends and the VA begins. In fact, the radi-
ation oncology reviewer:

Senator SPECTER. Well, that may be indistinguishable, but you
are saying that the Veterans’ Administration has the responsibility
for oversight.

Dr. Cross. That is exactly my point. That arrangement, I think,
was part of the problem. We value tremendously our relationship
with our university affiliates, but in this case there was a contract,
and the contract had some rather, in my experience, unusual lan-
guage to the point that when the reviewers reviewed the program
from the American College of Radiation Oncology, they made the
following statement: “This VA radiation oncology department is
under the control of the University of Pennsylvania.”

I think that we, regardless of any such relationships, regardless
of any such contracts, we, the VA, must prevail in having our over-
sight of this program and other programs.

Senator SPECTER. Well, what are you doing to correct this kind
of problem here and nationally?

Dr. Cross. It is quite a long list of things, Senator, but let me
highlight just a couple of them.

Number 1, we hired a highly regarded radiation oncologist to re-
view our programs.

Number 2, we invested in training—mandatory training. In fact,
in January of this year, we brought all of the key individuals in-
volved in these programs to Washington, DC, for additional review
and training of current procedures and policies.

Number 3, when we found the problem here at Philadelphia, we
did not stop there. We mandated that we review all of our other
programs, as well, and we did that ourselves.

Senator SPECTER. When you suspended the program in June
2008‘5 as you testified, did you know about these failures at that
time?

Dr. Cross. When we curtailed the program here at Philadelphia
in 2008, we notified the VSOs, we notified the Congressional Of-
fices, we notified the media, then we took further action

Senator SPECTER. The answer to my question is, yes, you did
know about the problem?

Dr. Cross. No, sir. We decided to start an investigation at that
time of all of our other sites, as well.
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Senator SPECTER. And did you later find out about the problems?

Dr. Cross. We did find some other problems, as well.

Senator SPECTER. And what action did you take at that time to
notify congressional oversight?

Dr. Cross. We notified the Committee Members.

Senator SPECTER. Notified?

Dr. Cross. Committee staffers.

Senator SPECTER. I did not hear you.

Dr. Cross. We notified Committee staffers.

Senator SPECTER. Let me turn to you, Dr. Kao. You have counsel
with you; but let me say that, as you have noted, you are appearing
here voluntarily and you are under no obligation to respond to
questions. But we do appreciate your being here.

The allegations, as you have already heard, are very serious. You
have been identified as the individual who performed these proce-
dures on most of the 92 veterans. The allegation has been made
that the seeds were not planted in the prostate where they should
have been, but they were instead lodged in the bladder and other
organs that there were insufficient seeds planted. Did you plant
seeds that went into the bladder and other organs?

Dr. Kao. Senator, let me first correct something that has been
incorrectly stated——

Senator SPECTER. Why don’t you do that, but answer my ques-
tion first.

Dr. Kao. Sir, yes, there have been occasions where seeds have
been implanted in the bladder or outside the prostate.

Senator SPECTER. What action did you take on that to notify the
patients?

Dr. Kao. The chance of seeds in the bladder or outside of the
prostate is a recognized risk of the procedure and

Senator SPECTER. Well, it is a recognized risk, but did you notify
the patients?

Dr. Kao. No, sir.

Senator SPECTER. Why not?

Dr. KAo. Even when seeds are outside the prostate, they still
contribute a radiation dose to the cancer, so——

Senator SPECTER. The allegations are that you also had excessive
radiation. Is that true?

Dr. KAo. I believe some of our cases had seeds and radiation out-
side the prostate which would constitute a medically reportable
event.

Senator SPECTER. But did you have excessive radiation?

Dr. Kao. By that definition, sir, it would be yes.

Senator SPECTER. And did you notify those patients about the ex-
cessive radiation?

Dr. Kao. I did not.

Senator SPECTER. I am 35 seconds over.

Congressman Adler——

Mr. VAIRA. Can he explain that?

Senator SPECTER. Oh, yes. Pardon me. You may proceed with ex-
planation.

Mr. VAIRA. He would just like to explain that. Yes or no some-
times gives a bad definition.

Dr. Kao, would you please, in about a minute, explain that.




61

Senator SPECTER. Take whatever time you need, Dr. Kao. I want-
ed you to answer my questions, but you are privileged to say what-
ever you care to on that.

Dr. Kao. So, every step of the brachytherapy procedure was de-
fined in the algorithm that we collaboratively wrote; and at the
time that the program was implemented, the definition of what is
reportable to the NRC was not in existence and only came later on.
If we had been aware of this definition, we would have acted to no-
tify the NRC and the patient.

We were working very closely and continually supervised by the
radiation safety of the VA and we trusted their advice as to what
should be reported. In retrospect, I should have known that the
definition of what is reportable has changed through the years.

Senator SPECTER. Thank you, Dr. Kao.

I will turn now to Congressman Adler.

Mr. ADLER. Thank you, Senator.

Doctor, you seem to be the only person in this room except per-
haps counsel that fails to recognize the statistics we have been
dealing with. Colleagues at your table here have been acknowl-
edging that we have, out of 116 procedures, 92 botched procedures.

You quarrel with the New York Times, you quarrel with the
Philadelphia Inquirer, it seems you are quarreling with the panel-
ists here who are acknowledging the VA has responsibility to 92 for
inadequate medical care.

Do you care in any way to refine your testimony to talk about
whether there was any substandard care on your part.

Dr. Kao. No, Congressman, I do not believe that our procedures
were botched.

I do recognize there were occasions where we could have done
better. I still maintain that we rendered effective treatment,
Senator.

Through the years of the program, we were continually improv-
ing our results, and yet, we recognize that we can still do better
and we were in the process of transitioning to the real-time brachy-
therapy system, which would have also helped in improving the
quality of our treatment, Congressman.

Mr. ADLER. Doctor, I heard you earlier, I think, sort of blame a
lack of training for the problems that this program encountered. I
heard you sort of blame the Radiation Oncology Department and
its lack of supervision of you and your coworkers. I heard you
blame the Radiation Safety Office and the VA hospital administra-
tion, it is in your written testimony.

I am sort of baffled. We have these 92 people who got, by any
fair measure, substandard care. I understand there are legal con-
cerns you face right now. I am concerned about the medical con-
cerns and the America-obligation concerns these 92 people—this is
a good chance for you to say I am sorry—not to take all the blame.
There may be other people that deserve blame. This would be your
chance to say to Reverend Flippin, I am sorry for what you went
through.

This would be a good chance. Why don’t you do that right now,
say, I am sorry for the pain you suffered, sir.

Dr. Kao. Congressman, I agree with you. I do accept a share of
the blame. I do believe that we could have and should be doing bet-
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ter. I am saddened by the plight of the Reverend and wish that I
had the chance to do anything, anything at all to help him.

Mr. ADLER. Gosh, it seems to me you had a chance when you
were performing the radiation procedure on him; that was the
chance.

Dr. Cross, you told us a moment ago that after the revelation of
this problem in June 2008, you reviewed all programs. Can you go
into a little bit more detail, because I guess what we need to hear,
not just for patients coming to this VA hospital which, by and
large, as Congressman Fattah suggests, has provided very good
care in so many different fields for so many different veterans over
the years,—but why don’t you reassure us that you, in fact, re-
viewed all of the programs so that this problem—which was not
isolated to one doctor, but this program occurred massively here at
Philadelphia and, to a lesser extent, I guess, in Jackson, in Cin-
cinnati, and in Washington, DC—that this problem is unique and
that, by and large, the VA program is delivering the quality of care
that America owes its veterans.

Dr. Cross. Thank you, Congressman. Of course, VA does deliver
good quality of care, but we are also a trusted organization. And
the point here is, when we find something wrong, our policy, our
ethics is to acknowledge it, accept it, and do something about it.
And that is what we did.

We found the problem. It was not the external reviewers, it was
not all those accrediting groups that found it, it was our own staff
who found it. And when they found it, they brought it forward,
bravely, appropriately; and our leadership then said, let’s disclose
it, let’s notify Congress, let’s notify the media, let’s notify the VSOs,
and let’s take action.

One of the things that we discuss when we find a problem is,
well, that is one place. Could this problem be occurring elsewhere?
And so, we mandated that all of our other facilities undergo a spe-
cial review which our staff put together and conducted to see how
they were doing.

We did find some problems, not to the level of concern that I had
in Philadelphia, but when we find those problems, we work with
the NRC—who have been very collaborative and helpful with us as
a partner in this—to make sure that the corrective actions are
taken. We are still working on that.

Mr. ADLER. Doctor, I thank you for that answer.

I guess I am still stumped as to how this could have gone on for
6 years before it reached your level to be addressed for this facility
and nationally.

How could it have gone on for that long? It seems like a long
time for the folks at the top not to know what the folks in the field
are doing to rather than for our veterans.

Dr. Cross. I think the lesson learned here is we have to find a
better way to monitor this kind of very highly, highly specialized,
relatively unusual procedure that we deal with in hospitals nation-
wide. I do not think this is just an issue for the VA, I think this
is an issue for the entire national health system, that we have to
address this and do a better job of it.

As a result of that, that is why we are working with the NRC
and the Joint Commission and others to make sure that we have
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the lessons learned from this and are better able to detect it more
quickly.

Mr. ADLER. I guess I am still not getting the answer I need to
hear for my satisfaction and for the satisfaction of the people of
America about why it took so long to catch it in the sense that this
was 6 years from the first botched procedure to the closure of the
program. Why 6 years? Why not, we caught it after 20 patients got
substandard treatment? Why do we wait for 92 patients to get less
than what they deserved, having served in uniform our country?
W?hy did it take that long for us to catch a problem and really stop
it?

Dr. CrOSS. My impression, based on the reviews I have done, is
there was not adequate follow-up on the measurement done after-
wards, number 1.

Number 2, all of the people that we brought in to do the external
review said we were doing a great job.

Mr. ADLER. Maybe I could turn to Mr. Reynolds.

We treat nuclear products, whether very small, like a radiation
seed, or very large, like a nuclear power plant, very seriously. That
is why we have a Federal agency to keep America safe, the Nuclear
Regulatory Commission. So, whether it is power plants around the
country or whether it is a nuclear materials program, I have to
think that it cannot be a good thing to put nuclear material in the
wrong parts of somebody’s body. Am I wrong on that?

Mr. REYNOLDS. We expect that when the medical professionals
use radioactive material they put it in the right spot in the body;
absolutely, sir.

Mr. ADLER. Is it in any way problematic to you—to me, it is out-
rageous—but maybe just problematic, a lower threshold, that we
are taking these seeds of nuclear radioactive material and putting
them not where they are designed to fight a cancer, but in other
body parts in that general region, but not actually the spot that
has the cancer. Is that not at least problematic to you?

Mr. REYNOLDS. Right. We expect—in fact, the VA’s license re-
quires them to identify problems like this and report them to us.

Mr. ADLER. Well, given the seriousness of putting nuclear mate-
rial in somebody’s body, how did it break down so badly here
where—apparently just one doctor doing the procedures, but lots of
people floating around in the hospital in the VA system, with the
NRC—how do so many people not catch this and say, this is a pat-
tern of substandard care? How did it take so long before the NRC
or the VA system shut this outrage down?

Mr. REYNOLDS. Let me try to answer that for you.

Again, I will go back. The VA is responsible for identifying their
medical problems and reporting them to us. This means that the
doctors involved—Dr. Kao and the other doctor, the medical physi-
cist—when they perform the procedures, when they identify a prob-
lem, they are supposed to report that. They are required to identify
the problem and report it. This also includes the VA Philadelphia’s
Radiation Safety Officer. She is responsible for the day-to-day over-
sight of the doctors and the medical physicists and the rest of the
medical staff in their use of radioactive material. This also includes
the VA Philadelphia’s Radiation Safety Committee, who is respon-
sible here in Philadelphia for reviewing medical treatments and re-
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viewing them critically, then assessing if anything needs to happen
and reporting them. Also responsible is the VA National Health
Physics Program. The National Health Physics Program is respon-
sible for performing inspections at the VA hospitals where they use
radioactive material. All those people did not identify the problems
and did not report them.

What we have seen and what we have documented in our inspec-
tion report is a lack of a strong safety culture here at the VA Phila-
delphia; and safety culture is one where people are expected and
are free to raise safety issues. Based on interviews we have had
with some of the medical physicists and others, they were aware
of substandard treatments, and for whatever reason that I do not
understand, they did not raise that to their management or to the
NRC.

Mr. ADLER. Do other VA hospitals around the country that have
brachytherapy programs have a different reporting standard, or did
this VA hospital just fail to meet the standard that is nationwide?

Mr. REYNOLDS. The reporting standard is the same for all hos-
pitals, VA or otherwise, that do this treatment.

Mr. ADLER. My time is expired.

Senator SPECTER. Thank you Congressman Adler, Congressman
Fattah.

Mr. FaTTAH. Thank you.

Mr. Reynolds, is it not true that these reporting standards for a
medically reportable event were not in place at the time that these
procedures were taking place?

Mr. REYNOLDS. No, sir. I believe Dr. Kao is mistaken. The re-
quirements to report to NRC when there is adverse care to patients
went into effect in 1979.

Mr. FATTAH. Was this part of that doctrine in 1979, because we
were not doing seeds in 1979, were we? We were implanting seeds
in 1979?

Mr. REYNOLDS. I am not sure exactly when prostate brachythera-
py started.

Mr. FarTAH. OK. I will come back to that.

Doctor—how do you pronounce your name?

Dr. Kao. Kao.

Mr. FATTAH. Kao. Let me thank you. You are one of the most
educated people in the country when it comes to cancer and radi-
ation therapy, is that correct?

Dr. Kao. Thank you, Congressman, yes.

Mr. FATTAH. A journalist wrote a story claiming that you did cer-
tain things, so I would like to give you a chance to get some things
cleared up here.

When the allegation in the New York Times story said that seeds
or overdoses of radiation in these seeds that were implanted in pa-
tients, did that relate to any of the patients that you treated?

Dr. Kao. I believe, yes, Congressman.

Mr. FATTAH. So, didn’t you use a standardized seed strength?

Dr. Kao. Yes, Congressman.

Mr. FATTAH. So, when there are references made to more
strength than might have been desired, or weakened, what does
that refer to?
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Dr. Kao. I believe the allegation was that there was an incorrect
number of seeds outside or inside the prostate, Congressman.

Mr. FaTTAH. Now, the prostate is a walnut-sized organ, right?

Dr. Kao. Yes, Congressman. I am sorry, it is difficult to see from
your angle, but it is this little thing that sits below the prostate—
I am sorry, below the bladder, in front of the rectum, and above
the testicles.

Mr. FATTAH. Is it a normal occurrence when you are implanting
seeds that some seeds end up outside the prostate, across the
breadth and width of this type of medical treatment?

Dr. Kao. It is almost unavoidable, Congressman. Brachytherapy
is an inherently subjective procedure where seeds are put in by
hand, and so that is a recognized risk and in every consent form,
Congressman.

Mr. FATTAH. So, if we looked at all these cases across the coun-
try, it would be an abnormality for seeds not to end up outside the
prostate.

Dr. Kao. It would be very frequent.

Mr. FATTAH. OK. It would be very frequent for them to end up
in the rectum or in the bladder.

Dr. Kao. Bladder or outside—and sometimes it migrates into
other organs, such as the lung.

Mr. FATTAH. Now, Dr. Reynolds, is it a reportable medical event
if a seed ends up in the rectum, under the rules of the NRC?

Mr. REYNOLDS. Well, the requirements have not changed since
Dr. Kao has been practicing and

Mr. FATTAH. No, no. I am asking—is it a reportable event if a
seed ends up in the rectum?

Mr. REYNOLDS. It depends on the placement of the seed and the
strength of that seed, but most likely, yes.

Mr. FATTAH. It is not always reportable, but in some cases, it is.

Mr. REYNOLDS. Right. It depends on what the doctor has pre-
scribed for the patient.

Mr. FATTAH. Now, there is a Safety Committee at the NRC. And
there was a meeting on May 7, 2009, where there were various
quotes that were ascribed to the doctor from that meeting. He says
in his testimony, his voluntary testimony before the Committee
today, in his written testimony, that none of these quotes were
made by him.

Dr. Cross, is there any way for us to figure out how that can be
the case, that there are quotes in a report ascribed to the doctor,
that he asserts before this Committee that he did not make?

Dr. Cross. Sir, did you say that is the NRC Committee or——

Mr. FATTAH. Yes, it is an NRC Committee, not a VA committee,
but I am asking you

Dr. Cross. I would not be able to comment.

Mr. FATTAH. OK. So, well, it was a VA procedure, so I just fig-
ured you may have had some input in this process.

Can you help us, Director Reynolds.

Mr. REYNOLDS. I am sorry. I am confused about what, specifi-
cally, you are talking about.

Mr. FATTAH. Well on number 14 of page 8, the doctor says that
there are a number of quotes—and he goes through them, in de-
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tail—from this safety report, which he says he did not make and
the report says that he did.

Mr. REYNOLDS. Could you mention the doctor’s name for me?

Mr. FATTAH. Dr. Kao.

Mr. REYNOLDS. Oh, OK. I am sorry. I was thinking you were say-
ing somebody else.

Mr. FATTAH. Is there anyone accompanying you who can help us
with this mystery?

Mr. REYNOLDS. I thought you were talking about somebody else.
Please ask your question, again. I think I can answer it.

Mr. FATTAH. There are some quotes in the report from May 7,
2009, from the Safety Committee, and it ascribes specific quotes,
extensive quotes to the doctor that he asserts in his written testi-
mony to the Committee today that he did not make.

I am trying to figure out how we can determine how that could
have happened.

Mr. VAIRA. There are two statements that we handed out. One
is a lengthy one, and I think that is the one you are quoting from.
It is about 14 or 15 pages.

Mr. FATTAH. Yes.

Mr. VAIRA. I do not know if the Director—your examiner there—
has that in front of him.

Mr. FaTrtaH. OK. Well, it is probably too much of a time con-
straint for us to try to get to it at this point, but it is of interest
that you can have these extensive quotes—yes?

Mr. REYNOLDS. I am sorry. They handed me his statements right
now. This is information that, when our inspectors talked to Dr.
Kao, this is what he told our inspectors.

It may not be verbatim what Dr. Kao told our inspectors, but this
is our inspectors’ words of what Dr. Kao said to our inspectors dur-
ing our inspection.

Mr. FATTAH. So, these are quotes that are not quotes.

Mr. REYNOLDS. No, these are quotes of what was said at the Ad-
visory Committee for the Medical Use of Isotopes (ACMUI) meet-
ing.

Mr. FATTAH. OK. Well, thank you.

Dr. Cross, you said in your response to Senator Specter, there
are a number of VA programs in terms of prostate cancer that have
been put on hold. How many are there that have been put on hold?

Dr. Cross. At the moment, I believe we have two that are still
under investigation and several more that——

Mr. FATTAH. Well, originally that were put on hold, based on this
review.

Dr. Cross. I would have to—I do not have my experts at the
table with me, so——

Mr. FATTAH. The gentleman that is behind you is trying to tell
you.

Dr. Cross. Four.

Mr. FATTAH. Four, OK. So, this is not a Philadelphia VA issue,
this is something that you were looking at across the board.

Dr. Cross. Exactly, and that is the routine procedure for us.
When we find a problem in one place we look——

Mr. FATTAH. Did you say that this problem exists in non-VA
medical facilities, and perhaps even more so?
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Dr. Cross. I think the issue of compliance with the standards,
the oversight, and the accreditation are all issues that apply not
only to the VA but to the broader system, as well.

Mr. FatTtaH. OK. Senator Specter, I also want to acknowledge
the presence of Congressman Brady, who has a staffer here and
Councilwoman Jannie Blackwell, who represents this area. I want
to thank you again for holding this hearing.

Senator SPECTER. Thank you very much, Congressman Fattah.

We will proceed now with a second round of questioning—5 min-
utes.

Reverend Flippin, what injuries did you sustain as a result of
this procedure?

Rev. FLIPPIN. I was informed by a doctor at Ohio State Univer-
sity that I had a radiation burn to my rectum.

Senator SPECTER. And what is the consequence of that?

Rev. FLIPPIN. The consequence of that was loss of a job, approxi-
mately 4%2 months of 24/7 bedrest——

Senator SPECTER. You earlier told me that there was bleeding in-
volved.

Rev. FLIPPIN. Oh, yes, when I went to the bathroom.

Senator SPECTER. Indelicate as it is, it is important for the
record. What specifically happened to you in that respect.

Rev. FLipPIN. OK. What sent me back to the West Virginia VA
hospital was that I started experiencing bleeding in my stool
and——

Senator SPECTER. Reverend Flippin, you had testified earlier that
no one from the VA ever informed you about what had happened.
Is that so?

Rev. FLipPIN. Right. I did not know anything about this until I
receive the first letter.

Senator SPECTER. First letter from whom?

Rev. FLIPPIN. From the VA.

Senator SPECTER. When did you get that?

Rev. FLIPPIN. Last year. It was July 2, 2008, when I received the
letter about the brachytherapy and the care that I had received.

Senator SPECTER. Dr. Cross, the information is that there were
similar problems in Jackson, Cincinnati, the District of Columbia,
where Philadelphia had 97, Jackson 8, Cincinnati 6, and DC 3.
What action has the Veterans’ Administration taken with respect
to those other sites.

Dr. CrRosS. The one definitive action, I believe, in Cincinnati, is
that they have been cleared. It turned out that they got a good re-
view, and when we get a go from the NRC, they can proceed to con-
tinue on.

The only two that are still being reviewed further are Wash-
ington, DC, and Jackson, as I recall.

Senator SPECTER. Dr. Cross, you testified that there needs to be
some attention to this kind of issue, as you put it, by a national
health system. Would you amplify what you think could be done?
We are now considering comprehensive health reform. This could
well be an issue to be included. What specifically would you like
to see be done by the national health system?
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Dr. Cross. Sir, I was not referring to health reform, I was refer-
ring to the oversight organizations that we work with every day.
We work with a number of them.

Senator SPECTER. Well, what could be done better on the over-
sight, then?

Dr. Cross. I think that we have to put in place some better,
clearer, more easily understood standards, perhaps. There is still
debate on some of the issues as to whether or not these specific
standards that are in place right now, which we are trying vigor-
ously to enforce, are really relevant clinically in the long term, over
time. That has to be clarified, and I think we would like to work
with the organizations that do that, to be useful in that regard.

Senator SPECTER. Director Reynolds, Dr. Kao has stated that
there was not a sufficient definition of a reportable medical stand-
ard.

Do you think there is any substance to that position?

Mr. REYNOLDS. The entire medical community across the Nation
has been subject to that standard for many years and has used it
successfully.

Senator SPECTER. You think there is a sufficient definition of a
reportable incident?

Mr. REYNOLDS. Yes, sir.

Senator SPECTER. So, you think that if there was excessive radi-
ation or seeds went into the bladder that would clearly be some-
thing that ought to be reported, at least to the patient.

Mr. REYNOLDS. Yes, sir. In fact

Senator SPECTER. What corrective action do you anticipate from
your Nuclear Regulatory Commission?

Mr. REYNOLDS. Well, first, we expect the VA to address all their
problems to ensure these problems will not happen again; and that
includes developing nationwide standards and procedures, and it
includes training of all the staff that Dr. Cross already talked
about. And then, we are also looking at our inspection procedures
to see if we can enhance them, and would we want the VA’s Na-
tional Health Physics Program to do inspections more often. Then,
do we need to do more inspections on the VA and the VA’s National
Health Physics Program?

Senator SPECTER. Congressman Adler, would you like a second
round of 5 minutes?

Mr. ADLER. Reverend Flippin, Let us just imagine that over the
course of 6 years you performed 116 sermons, and out of those 116
sermons, 92 of them were lousy, don’t you think you would get
booed out of your church?

Rev. FLIPPIN. Yes, sir.

Mr. ADLER. Aren’t you, as I am, surprised that Dr. Kao still has
a medical license after botching 92 of 116 procedures?

Rev. FLIPPIN. I do not know anything about Dr. Kao. The only
thing I would say is that when you mentioned, wouldn’t it be nice
to say something to Reverend Flippin, I was moved, and I thought
he might look at me and say something. Now, I have an impression
of Dr. Kao that I had not before coming in here.

Mr. ADLER. I thought we both got the same impression, sir.

Dr. Cross, you heard Dr. Kao say that there might be grossly in-
adequate training for the physicians who perform brachytherapy
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procedures. Do you have any comment about the adequacy of train-
ing the doctors receive or standards that the VA uses to evaluate
doctors before allowing them to perform this procedure in Philadel-
phia or anywhere around the country over the last number of
years.

Dr. Cross. I am not sure I heard the statement as you quoted
it; however, training is always important, and when we find an
issue like this, my natural inclination is to look at training and see
if it was adequate. That is always the first place to look.

We have good people, and if they are well trained and ready to
go, we can usually avoid problems. So, I think, naturally, that is
the first place to look; and then the accreditation and the oversight
and all those kind of things that go along with it.

Mr. ADLER. I kind of heard Dr. Kao pointing at you and the VA
system and that is why he did not do such a good job.

I also heard Mr. Reynolds say the reason the NRC did not hear
about problems is because people in the VA system failed to report
to the NRC some of these problems.

Is that generally accurate, Mr. Reynolds?

Mr. REYNOLDS. Correct.

Mr. ADLER. So, I guess I am asking you what you—not you, per-
sonally, but the system—would have done differently over the
years to report to the NRC this inadequate use of radioactive mate-
rials in the bodies of veterans who are coming for good care, and
lots of cases—80 percent of the time—did not get that good care.

Dr. Cross. First, I think it is important to note that we did re-
port to the NRC at the time that this was uncovered in June 2008,
and iin fact, I have the exact date right here and who was con-
tacted.

We consider them to be important allies in this effort. The point
that you are making is we should have done that sooner and that
should have been discovered sooner. And that is where we have to
put the mechanisms in place within the VA and outside the VA
which will ensure that this is more easily detected, and more
quickly detected.

Mr. ADLER. Do you have a sense why peer review did not catch
this problem here, right in the hospital, before it ever got to 20 pa-
tients and 40 patients and 60 patients—before it got to 92 patients.

Dr. Cross. I think I do, actually. There was a quality assurance
program, but perhaps not as effective as it should have been.

Peer review really focuses more on finding things where there
are complications that have occurred, grading them, and taking ac-
tion as a result. In none of these situations would such an event
have occurred—where there was a clear complication happening.

Mr. ADLER. I guess you are sitting next to a clear complication.
Poor Reverend Flippin had a

Dr. Cross. I am pointing out that that was over a year later, and
I think that is the point right there—that time lag and the lack of
identifiable complications right then.

Mr. ADLER. I guess I am hoping that you and Mr. Reynolds—the
NRC and the VA system—can coordinate better. I am hearing some
sort of blame, at least from the NRC toward the VA system. I think
you have been much more respectful about owning up to responsi-
bility in a shared way. But I guess I am hoping to leave this hear-
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ing, and maybe a subsequent hearing in Washington, with greater
confidence than I had coming in here since you have owned the
problems, shared the responsibility with the NRC, and are defining
a reporting schedule, a peer review system, a level of checks and
balances throughout the system so we do not have to hear from the
next Reverend Flippin, the next Air Force or Army, Marine, or
Navy person who came to get good care—maybe not on prostate
but on something else—and it somehow slipped through in a dif-
ferent way, different than this one, but just as troubling as this
one.

Can you give you me and this Committee the reassurance we
need for America?

Dr. Cross. Absolutely. I can do that because I view our col-
leagues who do oversight—whether it be the Joint Commission, the
ACRO, or the Nuclear Regulatory Commission—as colleagues. I be-
lieve they are allies. I see them as very important to this effort,
and I engage them, pull them into our discussions, invite them to
our meetings, and invite them to our offices to work closely with
us. That is the kind of relationship we are going to have, and that
relationship is going to make this a success.

Mr. ADLER. Well, Doctor, we certainly need that process and we
certainly need better results.

Thank you.

Senator SPECTER. Congressman Fattah.

Mr. FATTAH. Thank you, Senator.

Dr. Reynolds, I want to try to delve into this on a more general
basis here.

Do you have a sense of how many of these procedures have been
done, say, over the last 5 years, in our country.

Mr. REYNOLDS. At VA hospitals or across the board?

Mr. FATTAH. No, across the board.

Mr. REYNOLDS. Thousands.

Mr. FATTAH. Thousands. Can you tell us or give us a general un-
derstanding of how many medically reported events have occurred
that have been reported to you?

Mr. REYNOLDS. Very few.

Mr. FATTAH. Very few. That is what I want to delve into. I want
to try to reconcile a couple of things.

The doctor who is one of the experts in this whole field says that
it is a very frequent occurrence that, in planting these seeds, that
this happens. And my colleague says that anyone who does this,
has botched a procedure; and he is surprised that the doctor still
has a medical license. But if this is going on in thousands of cases
and nobody is reporting it to you, then I am trying to figure out—
and this gets to Senator Specter’s earlier point—is if we are trying
to fix health care nationwide we need to figure out how we deal
with this on a systematic basis. If this is happening, it is not an
event that can be avoided because of the proximity of the prostate
to the rectum and the bladder; and, therefore, it is going to be vis-
ited upon almost anyone who gets this treatment, or it is a botched
procedure in which nobody who is performing them are reporting
them to you anywhere across the country. Now, which one is it?

Mr. REYNOLDS. In addition to licensees, including the VA being
required to report problems to us, we go out and do independent
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inspections. Based on our independent inspections of the other hos-
pitals that do brachytherapy treatment, we have not seen this
problem. The prostate is properly treated with seeds. We do not see
rrif}dical events nowhere near the extent you see at VA Philadel-
phia.

Mr. FATTAH. So, you are saying this is an aberration, and that
it is not the case that seeds end up outside the prostate on a nor-
mal occurrence.

Mr. REYNOLDS. You may have an occasional

Mr. FATTAH. I am going to give you a chance to review that be-
fore you comment.

Mr. REYNOLDS. Could you ask your question again, I lost my
train of thought.

Mr. FATTAH. Is this occurring in a great many of these proce-
dures?

Mr. REYNOLDS. No. Medical events

Mr. FATTAH. No, not just the generality of medical events, but a
reportable medical event having to do with seeds ending up outside
the prostate.

Mr. REYNOLDS. Right. Medical events dealing with seeds outside
the prostate happen very, very infrequently based on reports to us
and based on our direct inspections.

Mr. FATTAH. So, you get almost no reports.

Mr. REYNOLDS. That is correct.

Mr. FATTAH. And therefore, you believe it almost never happens.

Mr. REYNOLDS. Based on the reporting to us and our inspections,
that is correct—outside of VA Philadelphia.

Mr. FATTAH. So, then the doctor is completely wrong that this is
a frequent occurrence.

Doctor, go right ahead.

Dr. Kao. In the same transcript that, Congressman, you had ref-
erenced earlier, a physician advisor to the NRC has commented
that if they were to audit all the programs that do brachytherapy
in this country, there would be 20,000 reportable medical events.
No program has undergone the level of scrutiny that this program
has undergone, Congressman.

Mr. FATTAH. So, there could be cases where the Reverend who
got this treatment ended up with a situation and nobody told him
about it. There could be a lot of people who are facing symptoms
from seeds outside the prostate which may not be avoidable, but
nonetheless, could—because, at the end of the procedure, the urolo-
gist is supposed to go in and get the seeds, right?

Dr. Kao. That is correct.

Mr. FATTAH. And there are seeds that are unaccounted for. That
is how this works, right?

Dr. Kao. That is correct.

Mr. FATTAH. And those seeds are somewhere.

Dr. Kao. That is correct, Congressman.

Mr. FATTAH. And they are probably somewhere close to the pros-
tate, either in the rectum or the bladder.

Dr. Kao. Or in the tissue surrounding the prostate, Congress-
man.

Mr. FATTAH. So, there is a great deal of interest in this matter
based on the way the New York Times wrote this story. I think that
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the bigger story here is that this is not about this hospital or this
doctor. This is about a procedure designed to help men with a very
serious health problem in which, part and parcel to that procedure,
is the real danger that these seeds can end up outside the prostate,
and which almost no doctors are reporting—to doctors to anybody,
including you.

You are the person that it should be reported to, both inside the
VA and outside the VA. I think that Senator Specter has brought
this to our attention in a way that will impact national policy and
that will be meaningful; and 1t is not part of any kind of witch hunt
about a particular program or doctor here in Philadelphia.

Senator SPECTER. Thank you, Congressman Fattah.

Congressman Adler, do you care to make a final statement.

Mr. ADLER. Let me first, again, thank Senator Specter for orga-
nizing this field hearing, and thank all the panelists for coming be-
fore us. I particularly thank Dr. Cross and folks from the VA hos-
pital who have owned up to the seriousness of the problem that oc-
curred here. For some of these procedures to have half the seeds
planted wrongly outside the prostate, that is not a near miss; that
is clearly a mistake. I thank Dr. Cross and Dr. Whittington and
other folks from the hospital and from the VA system who want to
solve a problem, who acknowledge the seriousness of the problem,
who know that we let down patients who came here to get high-
quality care and did not get it. I thank the VA system for shutting
down this program until they get it right, and shutting down pro-
grams around the country until they get it right.

I understand a couple programs have been reopened. I hope this
program is restored properly here. But until it is gotten right, we
should not do it. This is not just an art; there is a science to it,
and the science is to put these seeds in the right body part, not
kind of close, but right where they are needed to destroy the cancer
rather than cause harm to patients who came here for good med-
ical care.

Mr. Reynolds, I thank you for sharing your concerns about the
reporting up to the NRC. I am hoping you will be more active in
redefining what is a medical event so that you get more of the re-
porting that Congressman Fattah was talking about, because I
think we need to have better communication and a better under-
standing of what is going right and what is going wrong. My sense
is that this hospital does a lot of things right, but in this one pro-
gram was doing a lot of things wrong, and it is the aberration for
ichis very good facility. But it is an aberration that lasted for too
ong.

I hope we get to the bottom of this situation here. I hope it does
not recur in this program, in this facility, or anywhere in the coun-
try. I think our veterans deserve better care than they got in this
particular situation here.

Thank you, Senator.

Senator SPECTER. Thank you, Congressman Adler.

Congressman Fattah, closing statement?

Mr. FATTAH. No, I think I agree with my colleague when he says
that our veterans deserve the very best care and that this is a
great hospital. I definitely agree with that, since it is headquarter-
ed in my District.
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I just think that, again, the real issue here and the benefit of
this hearing is in our opportunity to impact national policy; and I
want to thank Senator Specter for convening us.

Senator SPECTER. Thank you, Congressman Fattah.

One final point, Dr. Kao. Reverend Flippin raised the issue about
your looking at him directly and saying something to him person-
ally. You were not the doctor who attended Reverend Flippin, but
you represent the whole process.

Would you care to look at him and say something to him?

Dr. Kao. Reverend Flippin, we should have, we can do better. I
hope we will have the chance to do better by you and your col-
leagues in the future.

Senator SPECTER. Well, that is great symbolism to conclude our
hearing.

Mr. VAIRA. Senator Specter.

Senator SPECTER. Sure.

Mr. VAIRA. Congressman Fattah quoted from a not lengthy but
about a 15-page statement that my client made. It is damn good.
It has got a lot of medical definitions and explanations in it.

If you want a copy, I know the staff has a copy. If anybody here
wants a copy—we do not have enough with us—call my law firm
and we will make it available to everybody. It is a good learning
experience.

Thank you very much, Senator.

Senator SPECTER. Thank you, Mr. Vaira. Now that you have tes-
tified, I think you have to understand that you are subject to cross-
examination.

Mr. VAIRA. You and I go a long way back, Senator, a long, long,
way.

Senator SPECTER. Peter Vaira is used to cross-examination, and
customarily, he is doing it, but thank you.

Thank you, Dr. Kao, for being as candid as you have been, and
thank you, Dr. Cross, for similarly giving up your vacation plans
and coming here today. Director Reynolds and Reverend Flippin,
the most important thing that needs to come out of this hearing is
that this is not the final chapter. The House Veterans’ Affairs Com-
mittee will be having a hearing in Washington. I will be talking to
the Chairman of the Senate Veterans’ Affairs Committee, Senator
Akaka, and we will be looking further. But we have identified some
very, very serious problems, and we need to learn from our mis-
takes. When Dr. Kao candidly said he planted seeds in the wrong
organs and should have told people; he candidly said there was ex-
cessive radiation and he should have told people. That should be
a lesson for other doctors similarly situated.

The business of not having review and oversight by somebody
who is outside the system is obvious, but that has to be done. And
we have identified it as a national problem in Cincinnati, DC, and
across the country. So, this is something which has to be attended
to.

I want to thank my staff, Will Wagner and Trevor Benitone and
others who have worked here on short order. I thought it was very
important to have this initial oversight done very promptly because
I hear a lot of street talk about what is going on and what the care
is for veterans. When great institutions like the Hospital of the
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University of Pennsylvania and the Philadelphia VA Center has a
problem like this it causes a lot of skepticism and doubt. But I
think we have taken a significant step forward and very symbolic
to have Dr. Kao and Reverend Flippin embrace, which is a great
sign for America.

That concludes our hearing.

[Whereupon, at 11:35 a.m., the hearing was concluded.]



APPENDIX

PREPARED STATEMENT OF HON. ALLYSON Y. SCHWARTZ, REPRESENTATIVE IN
CONGRESS FROM THE STATE OF PENNSYLVANIA

Mr. Chairman, today’s hearing is an important step toward restoring confidence
in the Philadelphia VA Medical Center. I commend Senator Arlen Specter for work-
ing quickly to convene this field hearing to shine light on the reports of an ongoing
and serious pattern of error in prostate cancer care at the Philadelphia VA.

According to the Nuclear Regulatory Commission (NRC), serious, health-jeopard-
izing errors were committed in 92 out of 116 prostate brachytherapy treatments per-
formed at the Philadelphia VA between February 2002 and May 2008. In 57 of those
cases, patients received less than 80 percent of the prescribed radiation dose, and
in 35 cases, patients received excessive doses to other organs.

When this disturbing pattern came to light in June 2008, the leadership of the
Philadelphia VA acted appropriately to terminate the prostate brachytherapy pro-
gram and to contact the affected veterans. However, two questions remain: Why did
it take so long for this disturbing pattern of substandard care to come to light? And
are there other areas of the veterans’ healthcare system that also lack necessary
quality safeguards?

Our Nation’s veterans deserve to know that they are receiving the highest quality
of care from the VA health system. It is my hope that the scrutiny of Congress will
help to ensure that the Department of Veterans Affairs offers an honest accounting
of what happened in prostate cancer care in Philadelphia, and even more impor-
tantly, to take steps to make sure that no similar pattern of error is allowed to take
place again.

Thank you.
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