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COMBATING TERRORISM: MANAGEMENT OF
MEDICAL SUPPLIES

WEDNESDAY, MARCH 8, 2000

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON NATIONAL SECURITY, VETERANS
AFFAIRS, AND INTERNATIONAL RELATIONS,
COMMITTEE ON GOVERNMENT REFORM,
Washington, DC.

The subcommittee met, pursuant to notice, at 10 a.m., in room
2154, Rayburn House Office Building, Hon. Christopher Shays
(chairman of the subcommittee) presiding.

Present: Representatives Shays and Tierney.

Staff present: Lawrence J. Halloran, staff director and counsel,
dJ. Vincent Chase, chief investigator; Kristine McElroy, professional
staff member; Jason M. Chung, clerk; David Rapallo, minority
counsel; and Jean Gosa, minority assistant clerk.

Mr. SHAYS. Good morning. I'd like to call this hearing to order.

Pharmaceutical and vaccine stockpiles constitute a vital and
growing element of the national domestic preparedness -effort
against terrorism. In the event of a chemical, biological or nuclear
incident, local hospitals will need extraordinary quantities of anti-
dotes, antibiotics and sera to treat the victims. If the right medi-
cines do no arrive quickly, thousands could die.

Today, the Department of Health and Human Services’ four Na-
tional Medical Response Teams are available to deploy with medi-
cal supplies to treat up to 5,000 casualties each. The Marine Corps’
Chemical/Biological Incident Response Force also maintains a sup-
ply of pharmaceuticals and equipment that could be used to sup-
port local first responders. A larger National Pharmaceutical Stock-
pile is being assembled by the Centers for Disease Control.

To be useful, medical stockpiles must be carefully maintained
and well managed. So we asked the General Accounting Office to
assess the accuracy of current inventory tracking and the adequacy
of internal controls over critical stockpile assets.

GAO found inventory shortfalls, recordkeeping discrepancies and
security lapses that compromised the ability to respond to the
chemical or biological incidents.

The fundamental cause of the problems was not the complexity
of the terrorism threat, or the logistics of a multi-event response
scenario, but the lack of the most basic management controls. GAO
found a critical national program running on little more than Post-
It notes and a spreadsheet. The Marine Corps isn’t even willing to
concede their cache is a “stockpile” that needs to be managed like
the others.

o))



2

Terrorism poses any number of extremely difficult challenges to
our national security. Accounting for medical stockpiles should be
the easy part. Well recognized principles of program design, inven-
tory management and internal control should be applied imme-
diately to transform the current cottage industry of stockpile man-
agement into the national enterprise Congress intended.

The threat of domestic terrorism demands we amass, and prepo-
sition, costly medical supplies we hope never to use. We hope the
very existence of stockpiles will deter terrorists. But in the tragic
event we are called upon to open the national medicine cabinet, it
must contain the types and amounts of supplies needed to save
lives.

In addition to testimony from GAO, we will hear today from
those responsible for management of the Nation’s stockpiles. To
varying degrees, each has acknowledged GAQO’s findings and
pledged reforms. We look forward to their testimony.

[The prepared statement of Hon. Christopher Shays follows:]
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Statement of Rep. Christopher Shays
March 8, 2000

Pharmaceutical and vaccine stockpiles constitute a vital, and growing, clement of the national
domestic preparedness effort against terrorism. In the event of a chemical, biological or nuclear
incident, local hospitals will need extraordinary quantities of antidotes, antibiotics and sera to treat
the victims. If the right medicines do not arrive quickly. thousands could die.

Today, the Department of Health and Human Services” four National Medical Response Teams
(NMRT) are available to deploy with medical supplies to treat up to five thousand casualties each.
The Marine Corps’ Chemical/Biological Incident Response Force also maintains a supply of
pharmaceuticals and equipment that could be used to support local first responders. A larger National
Pharmaceutical Stockpile is being assembled by the Centers for Disease Control (CDC).

To be useful, medical stockpiles must be carefully maintained and well managed. So we asked the
General Accounting Office (GAO) to assess the accuracy of current inventory tracking and the
adequacy of internal controls over critical stockpile assets.

GAO found inventory shortfalls, record keeping discrepancies and security lapses that compromise
the ability to respond to chemical or biological incidents.

The fundamental cause of the problems? ...not the complexity of the tetrorism threat, or the logistics
of a multi-event response scenarjo, but the lack of the most basic management controls. GAO found a

critical national program running on little more than Post-TIt '™ notes and a spreadsheet. The Marine
Corps isn’t even willing to concede their cache is a "stockpile” that needs to be managed like the
others.

Terrorism poses any number of cxtremely difficult challenges to our national security. Accounting
for medical stockpiles should be the easy part. Well recognized principles of program design,
inventory management and internal control should be applied immediately to transform the current
cottage industry of stockpile management into the national enterprise Congress intended.

The threat of domestic terrorism demands we amass, and preposition, costly medical supplies we
hope never to use. We hope the very existence of stockplles will deter terrorists. But in the tragic
event we are called upon to open the national medicine cabinet, it must contain the types and amounts
of supplies needed to save lives.

In addition to testimony from GAO, we will hear today from those responsible for management of
the nation’s stockpiles. To varying degrees, each has acknowledged GAO’s findings and pledged
reforms. We look forward to their testimony.
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Mr. SHAYS. Our first panel, and we have two, is GAO, Ms. Cyn-
thia Bascetta, Associate Director, Veterans Affairs and Military
Health Care Issues, U.S. General Accounting Office, accompanied
by Mr. Ronald Guthrie, Assistant Director. And Martin Eble, Sen-
ior Evaluator, Accounting and Information Management Division of
GAO.

If you would rise, we’ll swear you in and we’ll get started.

[Witnesses sworn.]

Mr. SHAYS. Ms. Bascetta, it’s my understanding you will give tes-
timony and then we’ll ask questions and all three will respond to
the questions we might ask.

Ms. BASCETTA. That’s correct.

Mr. SHAYS. Great to have you here. Thank you.

Ms. BASCETTA. Thank you.

Mr. SHAYS. And also let me say to you, what we’ll do is we’ll do
5 minutes but we’ll roll it over. So you’ll see the first 5 minutes
red light and then we’ll roll you over again.

STATEMENT OF CYNTHIA BASCETTA, ASSOCIATE DIRECTOR,
VETERANS AFFAIRS AND MILITARY HEALTH CARE ISSUES,
GENERAL ACCOUNTING OFFICE, ACCOMPANIED BY RONALD
GUTHRIE AND MARTIN EBLE

Ms. BASCETTA: Mr. Chairman, thank you for inviting us to dis-
cuss our report on the Federal medical stockpiles that would be
used to treat civilian victims of a chemical or a biological terrorist
attack. My testimony today will highlight weaknesses in manage-
ment at the stockpiles, the results of our count of stockpiled sup-
plies, and the progress the agencies have made since we issued our
report about 3 months ago.

At that time, we reported that OEP, VA, and the Marine Corps
unit known as CBIRF did not have basic internal controls in place
to manage their stockpiles. As a result when we counted the inven-
tory, we identified discrepancies between what should have been on
hand and what was actually there. We found excesses of supplies
such as sterile gloves, as well as shortages of some antidotes and
antibiotics. For example, in one location we found 1,000 fewer
diazepam injectors than required. Diazepam, also known as Val-
ium, would be administered to calm victims and control convul-
sions. Although VA contends that it stockpiled a substitute for
these injectors, it could not produce written documentation of
OEP’s approval at the time of the substitution. At another location,
the entire supply of amyl nitrate—an antidote for cyanide poison-
ing—had been expired for 8 months. We also found incorrectly re-
corded expiration dates and lot numbers, which are necessary to
keep supplies current and to respond to potential manufacturer re-
calls. At one location this information was wrong for 250
doxycycline tablets and 100 cipro tablets, two antibiotics used to
prevent the onset of symptoms in people exposed to anthrax.

To improve stockpile management, we recommended that VA,
OEP and CBIRF each establish fundamental internal controls,
which serve as the first line of defense in safeguarding assets like
these stockpiles. Incorporated in OMB Circular A-123, internal
control is essential to managing an organization and it com-
promises the plan, methods and procedures used to meet missions,
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goals and objectives—in this case, the critical mission to save lives
in the event of biochemical terrorism.

We identified the lack of internal control as the root cause of the
inventory discrepancies we found in our review. Until this is cor-
rected, the responsible agencies cannot provide reasonable assur-
ance that all the stockpiled items will be current, accounted for,
and available for use. For example, at the time of our review, the
systems lacked basic information required for sound recordkeeping,
including documentation of back orders, replacements, and the
shipment and receipt of pharmaceuticals and medical supplies.
Further, none of the agencies conducted periodic inventories of the
stocks they had on hand to compare them with required amounts.

Moreover, security was lax at some locations. We found commin-
gling of stockpiled items with other VA Medical Center pharma-
ceuticals, sometimes in unsecured refrigerators. While CBIRF’s
overall security was much better, it could not ensure that proper
access was maintained because no logs were kept for recording ac-
cess to its warehouse and trucks where the working stock is stored.

Mr. Chairman, we’re encouraged that OEP, VA, and CBIRF con-
curred with all our recommendations and have committed to im-
proving stockpile management. In fact, the current memorandum
of agreement between VA and OEP appears to incorporate much of
our advice for improving stockpile management. So does VA’s new
agreement with CDC, which as you know is responsible for a new
and vastly larger pharmaceutical stockpile. Specifically, CDC’s
agreement includes provisions for unannounced inspections and
specific remedial actions with timeframes for completion if VA’s
performance is unsatisfactory. In addition, VA told us that it has
prepared a plan indicating its commitment to conduct risk assess-
ment of its vulnerabilities, to arrange for annual inventories, to im-
plement the tracking system for the complete documentation of all
transactions, and to rotate supplies properly. CBIRF is working on
a list of required items but it needs to expedite this because it is
pivotal to implementing our recommendations.

In conclusion, we believe the agencies should be able to turn this
situation around and, because of the criticality of this mission they
should do so expeditiously. Since this is not, in my view, an expen-
sive problem to fix, how quickly and effectively they will be able
to depends less on resources and more on their commitment to im-
plement an organized and disciplined response to our findings.
Placing higher priority on this effort at the highest management
levels will be essential to ensuring better stewardship of the stock-
piles and, as a result, mitigating as best as possible the potential
consequences of a terrorist attack.

This concludes my remarks. We’d be happy to answer any ques-
tions you might have.

Mr. SHAYS. Thank you. It’s my understanding that your inves-
tigation didn’t look at what supplies should be there, but how the
supplies were being maintained.

Ms. BASCETTA. That’s correct.

MI:) SHAYS. Did one of the three of you, or all of you, visit all four
sites?

Ms. BASCETTA. We visited five sites.

Mr. SHAYS. Right.
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Ms. BASCETTA. The four NMRT sites.

Mr. SHAYS. Four VAs?

Ms. BASCETTA. Yes. And also the CBIRF site.

Mr. SHAYS. Describe to me what the—I don’t even know what the
site would look like.

What is the—describe to me, I mean is it a small room, is it a
large room? Do we have trucks with supplies? Just describe to me
what it looks like.

Ms. BASCETTA. There is some variability. I have been at one of
the sites and it’s located at a VA Medical Center. I'm not sure,
but

Mr. SHAYS. Which State?

Ms. BASCETTA. Washington, DC. I'm not sure of the dimensions
of the stockpile, but it’s a secured area. It’s called a cage, and in-
side this cage are a number of pallets that have boxes on the pal-
lets, and they’re all shrink-wrapped. They're on pallets so that they
can be moved easily.

I don’t know if Ron or Marty would like to describe what some
of the conditions are like in some of the other areas.

Mr. SHAYS. I'd like to have it all. I'd like you to contrast some
of the sites and so on.

Ms. BAsceTTA. OK.

Mr. EBLE. Mr. Chairman, I visited the Hines location. This is
also a VA facility. This is in Chicago, just outside of Chicago at
Hines, IL. And it’s set up very much like Ms. Bascetta is describing
within—in this case within a pharmaceutical facility, a large,
caged, locked room. And the pharmaceuticals for this purpose are
segregated from the other items there and locked.

Mr. SHAYS. I'm just trying to get some basic area of what you're
talking about. It seems to me like that this is not a big deal in
terms of being able to store this and to keep records, and it strikes
me that obviously there are some of the pharmaceuticals that may
expire and you have to replace them.

Mr. EBLE. Right.

Mr. SHAYS. I would imagine some would have to be cooled.

Ms. BAsCETTA. That’s correct.

Mr. SHAYS. And I just want to know if you saw a consistency in
all five sites. I want to know if we’re talking about a small room,
10x10, if we’re talking about a very large place, with some already
on trucks. I just want to have a sense of what——

Mr. EBLE. This would be small location, perhaps 10X10 or 15X15.

Mr. SHAYS. I mean, you could almost store it in one of these pub-
lic storage spaces?

Mr. EBLE. In a garage. Right, that’s correct.

Ms. BASCETTA. That’s about the dimension.

Mr. GUTHRIE. Essentially, Mr. Chairman, there are essentially
six to eight pallets. And pallets are typically 4x4 or 5x5 and the
goods are stacked perhaps 3 to 5 feet high on each one of these pal-
lets. So if you can envision an area that’s perhaps as large as the
space in front of us here, it’s a caged area usually with solid ma-
sonry walls behind and a screen, like a screen fencing, a fairly rigid
fencing with a locked screen door. That’s rather typical. It’s kind
of a warehouse feeling environment to it. And it typically would




7

have a small refrigerator inside that space to house pharma-
ceuticals that must be refrigerated.

Mr. SHAYS. We don’t need to know the exact location of these
sites since, actually, security is important. But I want to also get
a feeling for the number of different types of things that we have
to record. Are we talking about 100 items, are we talking about
5,000 items, what are we talking about?

Ms. BASCETTA. About 200,000 items is the denominator in the
counts that we did, in the inventory counts that we did.

Mr. SHAYS. And 200,000 items and there are groupings within
each so are you——

Ms. BASCETTA. Three of the sites have 35,000 items of primarily
medical supplies. Not antidotes or antibiotics. Those are in smaller
quantities.

Mr. SHAYS. I'm just trying to now get a sense of what your major
concern is and then what your second biggest concern would be and
just go down.

What'’s your first—and let me ask you, when you were doing your
investigation, are we talking about things in the margin, or are we
talking about some very serious problems?

Ms. BASCETTA. In terms of the specific significance of the short-
ages that we found, we didn’t make a judgment as to the criticality
of those specific shortages to the mission. Our concern was that be-
cause of the failure in the underlying systems to be able to track
what’s in the stockpiles and to be able to assure currency and their
availability for use, that we wouldn’t be able to tell from time to
time how adequately maintained those stockpiles were.

That’s our major message. It’s less a message that focuses on the
specific findings of our inventory count, which we consider sympto-
matic of the more serious underlying problem of the need to have
systems in place that can track the stockpiled items.

Mr. SHAYS. Are you saying that we were not—did they have
records of what they have, but they simply didn’t have the quan-
tities they needed? Or did they not even have the records to say
what was actually in the cage?

Ms. BASCETTA. Sometimes they didn’t have the correct quan-
tities, but the bigger problem was that they didn’t have, for exam-
ple, historical documentation of what had been replaced. And so
there was no way over time to track how the stockpile had been
maintained.

Mr. SHAYS. Just tell me the method you used to examine the in-
ventory in the stockpile material. What was the method?

Ms. BASCETTA. Sure. I'd be happy to and this might help give you
a sense of how manageable these stockpiles are in terms of their
size and dimensions.

I'm also glad that you asked this question because the agencies,
although they concur with our recommendations, do take issue
with our count.

What we did was, of course, because of our timeframes, we want-
ed to go onsite immediately, but VA was uncomfortable with that.
They wanted a few weeks to do some pre-inventories before we ar-
rived.
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Mr. SHAYS. I don’t understand that at all. Why wouldn’t the best
way of knowing the condition have been to go in right away and
just check it out?

Ms. BASCETTA. Well, it would have been and that certainly would
have been our preference, although we were concerned more about
the systems again then the actual counts. So we were willing to ac-
commodate them on their request to give them a little bit more
time.

When we arrived onsite we did a 100 percent count of every sin-
g}lle item in the stockpile. We did not use a sampling approach so
that

Mr. SHAYS. In all five sites?

Ms. BASCETTA. Yes, that’s correct. So, there you know that if we
were able to do it in a matter of days, it’s a manageable task.

Mr. SHAYS. Right.

Ms. BASCETTA. We also ensured that VA program staff were
present at every location while we were counting. And when we
noted discrepancies, we brought them to the attention of the VA
personnel onsite with us. And in all cases they recounted except in
California, where toward the end of our work they chose not to re-
count.

In no instance did they inform us that we had counted incor-
rectly while we were onsite. It was only after our report was issued
that they raised some questions about substitutions and nomen-
clature issues that they think might have caused us to miscount.

And the final issue that I want to clarify for the record is that
while the agencies believe that our count of errors is inflated, we
want to explain that that is truly the accurate way to measure defi-
ciencies in the systems. What we did was count multiple errors for
a single item. And that’s because if an item had, for example, a
wrong expiration and a wrong lot number, that would require two
corrective actions to make the system accurate.

So, our discrepancy rate does account for multiple errors for a
single item, but we believe that’s the correct way to measure the
systems.

Mr. SHAYS. Now, for the record just tell me how the lack of man-
agement controls affects management of the stockpiles.

Ms. BASCETTA. How a lack of management:

Mr. SHAYS. How the lack of the internal controls affects the man-
agement of the stockpile.

Ms. BASCETTA. Well, there are several dimensions of internal
controls that need to be in place to give stockpile management the
appropriate attention. First, you need to establish an environment
in which the staff who are involved place an appropriate priority
on stockpile management and not in a singular fashion, but in a
continuous fashion. It’s an iterative process that needs to have a
high level of attention over an extended period of time.

In addition, all of the policies and procedures that you would
have in place, such as those that are reflected in our Standards for
Internal Control and in OMB Circular A-123, pretty much spell
out what you need to do to ensure that your inventories are accu-
rately maintained.

Mr. SHAYS. This may seem like somewhat of a digression, but I'm
having a hard time understanding why it is we would have any
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problems whatsoever. I mean, when I go and get my car repaired,
I go the parts desk of the automobile dealer and they can, on their
computer, tell me what they have. They can show me pictures of
it. They can decide they only have three left or two left or they’re
going to order it and theyre going to get it in a few days. I mean,
so this is not rocket science-kind of management skills, is it?

Ms. BASCETTA. No, it’s pretty straightforward inventory control.
I agree with you.

Mr. SHAYS. To what extent have the agencies tried to implement
your recommendations?

Ms. BasceTTA. Well, right now what we have is their letters to
us concurring with our recommendations. And our best evidence of
their actions are the agreements that they’ve signed with VA. And
those appear to be much better than the previous agreement that
VA had with OEP. As you know, this is CDC’s first agreement with
VA and they quite proactively incorporated many of our rec-
ommendations to prevent the kind of problems that we had identi-
fied in the VA OEP situation. I'd say that if they implement what
is in those current agreements and they give it appropriate man-
agement attention, they ought to be able to fix the problems that
we identified.

Mr. SHAYS. What internal controls did you find in place to ensure
that the requests and draw-downs for the medical supplies from
national stockpiles were properly authorized?

Ms. BASCETTA. I don’t think we——

Mr. GUTHRIE. Mr. Chairman, I don’t know that there have been
draw downs per se. These are pretty static stockpiles and it would
be the rare event where they would draw down on these stockpiles.

Mr. SHAYS. If a draw down were to occur, how would they record
it?

Mr. GUTHRIE. I don’t know that we covered that during the
course of our review, sir.

Mr. SHAYS. Is this the same—I've asked you about the four VA
facilities, but how about the Marine facility, describe to me how it
would compare.

Ms. BASCETTA. The Marine

Mr. SHAYS. Do they stockpile the same basic pharmaceuticals,
and so on?

Ms. BASCETTA. They have similar types of items in their stock-
pile, emergency supplies and a variety of antidotes that would be
used. They refer to their stockpile—they refer to their supplies as
a working stock. They object to the word “stockpile.” But it seems
to us——

Mr. SHAYS. Why would they object to that?

Ms. BASCETTA. Well, we're not sure, to be honest. It seems to us
to be a semantic difference. And to us the important part is that
whether they call it a working stock or a stockpile, they agree that
it needs to be managed in accordance with the standards that we
laid out.

Mr. SHAYS. Does a working stock mean they continually roll over
and take things out? I mean, what’s the significance of that? I’ll
ask them, but what is your sense of the significance?

Ms. BASCETTA. The way we understand it, the supplies would be
handled similarly to the NMRT sites in that they’re deployable
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supplies. So we really don’t see much of a distinction. The other
issue that they raise is that their working stock is internal to their
unit. They have primarily a military mission rather than a civilian
mission. But on the other hand they do acknowledge that in the
event of an emergency, if they show up onsite and the locals don’t
have supplies, they will treat civilians in those situations.

Mr. SHAYS. Do they have supplies that are just for, say, children?

Ms. BASCETTA. They do.

Mr. SHAYS. So that would strike me—as they don’t have children
in the Marines, so they obviously have some supplies for civilians.
And that makes sense.

Ms. BASCETTA. It seems that way. And they also appear to have
thousands more of certain items than they would need for their
own internal use.

Mr. SHAYS. Great.

Mr. Tierney, nice to have you here.

Mr. TIERNEY. I want to thank the members of the panel for com-
ing forward today. And I apologize for my tardiness. I have read
your testimony in addition to listening to what you have to say,
and I don’t have very many questions in addition to the chairman’s.
I think he covered the ground pretty well.

But I am curious to know, when you were dealing with the folks
that are responsible for these measures, did you find any glaring
lack of training or glaring lack of unfamiliarity with your stand-
ards?

Ms. BASCETTA. Yes, I'd say that we did. We're not certain wheth-
er the reason is that there simply wasn’t enough attention put on
the kinds of skills that a person would need to have to handle this
kind of an effort, but we did notice that people with financial back-
ground or with any kind of accounting were not in the picture and
that had those skill sets been brought to bear, we don’t think that
this would have happened or certainly not to this degree.

Mr. TIERNEY. And was that right across the board, VA, the Ma-
rines?

Ms. BASCETTA. Yes.

Mr. TIERNEY. How about the management skills on that, did you
find that the people that were responsible overall for it had the
skills and just lacked the individuals beneath them having those
appropriate skills and training, or do you think the management
skills needed to be improved?

Ms. BASCETTA. I don’t think that it was a problem of manage-
ment skills as much as a problem of lack of attention. I simply
think this wasn’t given high enough priority. It just didn’t seem to
be on everybody’s radar screen at an appropriate level.

Mr. TIERNEY. I was a little concerned about what appeared to be
in your testimony, a lack of internal oversight or mechanisms to as-
sure that they were doing what they ought to be doing. And so no-
body was watching anybody else and sometimes somebody was
doing all the functions instead of dividing them so that you make
sure errors would be caught.

Ms. BASCETTA. Right.

Mr. TierNEY. Have you noticed any marked improvement in
those areas since your report in dealing with those companies?
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Ms. BASCETTA. We see that they have policies and procedures in
place to follow those standards, but we haven’t been back to verify
that, in fact, that’s what’s happening.

Mr. TIERNEY. When will you go back for that?

Ms. BASCETTA. We haven’t been asked.

Mr. TiERNEY. OK, fair enough. Thank you very much.

Mr. SHAYS. I just have one other question in terms of the draw
downs. I understand they haven’t drawn down, but did you look the
procedures of how they draw them down? Did you ask them what
they would do and how they would do it or did you just not?

Ms. BasCETTA. We really focused only on what was actually
physically in the stockpile. I suppose that if there had been those
kinds of procedures in place we would have reviewed them as well.
And certainly they should be spelled out in their new policies and
procedures.

Mr. SHAYS. You weren’t asked to do this, but were you—I mean,
these are four sites in the country that then may go somewhere
else.

Ms. BASCETTA. Right.

Mr. SHAYS. Did you have a sense intuitively when you saw these
sites that they were in a reasonable location, near an airport, so
that we could get these to where they needed to go in a few hours,
not days?

Ms. BASCETTA. I think that’s fair to say, yes. That they were ap-
propriately positioned.

Mr. SHAYS. OK. Thank you very much. You've given us an oppor-
tunity now to meet with the next panel. Thank you.

Our second panel is Dr. Frances Murphy, acting Deputy Under
Secretary for Policy at the Department of Veterans Affairs, accom-
panied by Mr. John Ogden, Chief Consultant, Pharmacy Benefits
Management Strategic Health Group, Department of Veterans Af-
fairs; testimony from Dr. Robert Knouss, Office of Emergency Pre-
paredness, Public Health Service, Department of Health and
Human Services; Dr. Steven Ostroff, Associate Director for Epi-
demiologic Science, National Center for Infectious Diseases, Center
for Disease Control and Prevention, accompanied by Mr. Steve
Bice, Branch Chief, National Pharmaceutical Stockpile Branch, De-
partment of Health and Human Services, and our fourth testimony
is from Colonel Carlos Hollifield, Chemical Biological Incident Re-
sponse Force, U.S. Marine Corps, Department of Defense, accom-
panied by Captain Warren Rich Dalton, M.D.—so, Doctor, Biologi-
cal Incident Response Force, with the Marines as well.

Do you have everybody at the table?

Now, let me just say, I'm going to swear you all in, but I just
have to first take care of some procedural things from the commit-
tee, unanimous consent, and we’re going to welcome your testimony
and have it basically be as long as you need it to be.

I ask unanimous consent that all members of the subcommittee
be permitted to place an opening statement in the record and that
the record remain open for 3 days for that purpose. Without objec-
tion, so ordered.

And I ask further unanimous consent that all witnesses be per-
mitted to include their written statements in the record. And with-
out objection, so ordered.
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Again, we'll do the 5-minutes, we’ll roll it over again for another
5 minutes, but if you feel that you need to say something and can’t
do it within the 10-minutes I want it part of the record and am
happy to have you do that.

Dr. Murphy, we're just going to start with you and then we’ll go
to Dr. Knouss and go right down the line, Dr. Ostroff, and then
Colonel Hollifield.

You're on.

STATEMENTS OF FRANCES MURPHY, M.D., ACTING DEPUTY
UNDER SECRETARY FOR POLICY AND MANAGEMENT, DE-
PARTMENT OF VETERANS AFFAIRS, ACCOMPANIED BY JOHN
OGDEN; ROBERT F. KNOUSS, M.D., OFFICE OF EMERGENCY
PREPAREDNESS, PUBLIC HEALTH SERVICE, DEPARTMENT
OF HEALTH AND HUMAN SERVICES; STEPHEN M. OSTROFF,
M.D., ASSOCIATE DIRECTOR FOR EPIDEMIOLOGIC SCIENCE,
NATIONAL CENTER FOR INFECTIOUS DISEASES, CENTERS
FOR DISEASE CONTROL AND PREVENTION, ACCOMPANIED
BY STEVEN BICE; AND COLONEL CARLOS HOLLIFIELD, U.S.
MARINE CORPS, CHEMICAL BIOLOGICAL INCIDENT RE-
SPONSE FORCE, ACCOMPANIED BY CAPTAIN WARREN
(RICH) DALTON, M.D., U.S. NAVY

Dr. MurPHY. Mr. Chairman and members of the subcommittee,
I am pleased to have this opportunity to address GAO’s recent re-
port concerning managements of chemical and biological medical
supplies. I am accompanied by Mr. dJohn Ogden, Chief
Consultant——

Mr. SHAYS. We swear in everyone who testifies, even Members
of Congress. Actually I didn’t, Senator Byrd came and we didn’t ad-
minister the oath to him. I chickened out, but everyone else who
has come before us has.

I'm sorry, I'm going to have you start over again. My apology.

[Witnesses sworn. ]

Dr. MurpHY. I'd like to enter my entire testimony in the record
if that would be possible, but to shorten the statement this morn-
ing if I could.

As you know, VA’s primary mission is to provide health care and
benefits to veterans; however an additional VA role is to ensure
health care for eligible veterans, military personnel, and the public
during Department of Defense contingencies, natural, man-made,
and technological emergencies. VA has assigned lead responsibility
for this mission to the Emergency Management Strategic Health
Care Group, which is headquartered in Martinsburg, WV. The pri-
mary responsibilities and authorities governing VA’s program im-
plementation are to serve as a VA/DOD Contingency Hospital Sys-
tem backup, which requires VA to serve as the primary backup to
DOD medical services in times of national emergencies.

We also act as part of the National Disaster Medical Defense
System. VA operates to provide capability for treating large num-
bers of patients who are injured in major peacetime disasters in
the United States and its territories, or to treat casualties resulting
from conventional military conflict overseas.

In addition, Presidential Review Decision Directive 62, Combat-
ing Terrorism, which was issued in May 1998, tasked the U.S. Pub-
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lic Health Service to work with VA in ensuring that adequate
stockpiles of antidotes and other necessary pharmaceuticals are
maintained nationwide and to have the ability to train medical per-
sonnel in NDMS hospitals.

Under the provisions of this plan over the past 9 years, VA has
deployed over 1,000 health care personnel, and provided medical
supplies, and equipment, including mobile health clinics, and facili-
ties.

In addition, under the Presidential Decision Directive and as
part of the NDMS system, VA has an agreement with the U.S.
Public Health Service to maintain the four caches that were talked
about in the GAO testimony this morning, at strategic locations
throughout the United States, that may be needed for treatment of
victims of an event involving weapons of mass destruction. If such
an event occurs, these caches would be deployed to the site of the
incident. These pharmaceuticals would be used and could provide
supplemental capability to local medical caregivers and facilities to
treat the victims of the weapons of mass destruction.

VA also has entered into a recent agreement with the Centers for
Disease Control and Prevention to assist with procurement and
maintenance of the National Pharmaceutical Stockpile that would
also be located in specific cities throughout the United States. In
both of these instances VA receives funds from the agencies in-
volved to procure and maintain these stockpiles for those respective
agencies.

In response to the GAO Report on Management of Medical Sup-
plies, I am pleased to have an opportunity to discuss with you VA’s
role and activity as a partner with HHS in procurements, inventory
storage and maintenance and delivery of medical supplies that are
needed for these responses.

The development and maintenance of these stockpiles are inte-
gral parts of the Nation’s ability to provide needed health care fol-
lowing an emergency. We recognize the key and strategic nature of
this mission.

OEP officials determine the contents of those inventories; they
provide the funding for the procurement, maintenance and deploy-
ment of the medical supplies; and they determine the locations of
the stockpile at these sites across the Unites States. The partner-
ship with the Office of Emergency Preparedness and VA began in
late 1995 and evolved into a formal agreement by 1997.

This partnership has been extended now to a partnership with
CDC to maintain the National Pharmaceutical Stockpile program.

With that background, I'd like to give you a sense of how VA has
responded to the GAO report recommendations. As you've already
heard, Mr. Chairman, we concurred with the GAO recommenda-
tions and have taken action to correct the problems that they iden-
tified. GAO recommended that OEP, CDC, and the Marine Corps,
and VA establish sufficient systems of internal control over their
chemical and biological stockpiles of medical supplies and pharma-
ceuticals maintained for responding to a terrorist incident. Manage-
ment needs to reasonably make certain that personnel conduct risk
assessments to ensure efficient and effective administration of the
stockpiles and to organize those program activities to identify and
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mitigate any risks. That way, when needed, the stockpiles can be
provided as planned.

To implement this recommendation, OEP has contracted with
the Logistics Management Institute to evaluate the program, to
conduct a risk assessment, and to advise VA on areas for improve-
ment. We look forward to utilizing their expertise and input and
are moving ahead briskly to get this evaluation done.

Second, the GAO recommended that the agencies arrange for
periodic, independent inventories of the stockpiles. I'm happy to re-
port to you that VA has already conducted full inventories of all of
the stockpiles at every location. Complete stockpile inventory will
be done on a quarterly basis from this time forward. And at com-
pletion of the December 2000 inventory, the team will review the
lessons learned and make any further improvements that we feel
are necessary in looking at the processes in place during that year.

Third, GAO recommended that VA implement a tracking system
that retains complete documentation for all supplies which are or-
dered, received or destroyed. While a tracking system was in place
at the time, obvious deficiencies were noted. We recognized that
improvement needed to be made and we arranged for a more com-
prehensive and consistent tracking system to be in place on a con-
tinuous real-time basis that will be accessible to VA, OEP, and
CDC staff.

Fourth, the GAO recommended that supplies be properly rotated.
It is important that the system be updated and provide reports
about future expiration dates, and that the ordering, receiving,
shipping and rotating of stock at each site be done on a timely
basis. We've put systems in place to ensure that this will occur.

Mr. Chairman, I would like to close with a quick description of
some additional actions that have been taken since the GAO review
process took place, and that is that, as you’ve heard, we have new
memorandums of agreement with both OEOP and with CDC which
address all of these issues. We feel that we have moved forward
very rapidly to correct the problems that were identified.

Second, VA employees who were responsible for managing this
program previously did this as an ancillary duty. Obviously, while
the resource need is not great, it is important to have dedicated
staff to maintain these stockpiles and to carry out the periodic ac-
tivities that are necessary to ensure that these functions are being
performed in a consistent and reproducible way. Those full-time
personnel have been put in place. There is now a permanent full-
time director of the emergency pharmacy activities, and a total of
six full-time staff will be assigned to this activity.

Third, all the refrigeration issues have been dealt with.

Fourth, some communication issues were raised. The communica-
tion between our partners and VA has been improved. There have
been numerous meetings and conference calls and we intend to
gontinue that schedule of routine meetings and activities into the
uture.

Fifth, all the stockpiles have been replenished. And in addition,
during the week of December 27, 1999, full inventories were con-
ducted and the amount of diazepam on hand at each stockpile was
revalidated. We do feel that we need to take issue with the state-
ment that 1,000 doses of diazepam were missing. In fact, they were



15

not missing, they were replaced with substitutes when the original
auto-injectors were not available for purchase. And I am pleased to
report that we can account for all of the Valium/Diazepam stores
that were necessary for that stockpile.

Mr. Chairman, I believe that the efforts of both the HHS staff
and the VA staff to develop, maintain, and deploy emergency sup-
plies, while they have had limitations in the past, have been im-
proved significantly over the last several months. And we believe
we now have systems in place that address the GAO concerns and
will ensure that these stockpiles are available should they be nec-
essary in the event of a national emergency.

I’'d be happy to answer questions for the committee.

Mr. SHAYS. Thank you very much. We appreciate it a lot.

[The prepared statement of Dr. Murphy follows:]
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Mr. Chairman and Members of the Subcommittee:

| am pleased to have this opportunity to address GAO’s recent report concerning management
of chemical and biclogical medical supplies. | am accompanied by Mr. John Ogden, Chief
Consultant, Pharmacy Benefits Management Strategic Health Care Group.

BACKGROUND

One of VA's missions is to ensure health care for eligible veterans, military personnel, and the
public during Department of Defense (DoD) contingencies and natural, manmade, and
technological emergencies. VA has assigned lead responsibility for this mission to the
Emergency Management Strategic Healthcare Group (EMSHG), which is headquartered at
the Martinsburg, WV, VA Medical Center. The primary responsibilities and authorities
governing VA’s program implementation-are;

* VA/DoD Contingency Hospital System. PL 97-174, May 1982, requires VA to serve as
the primary contingency back-up to DoD medical services.

¢ National Disaster Medical System (NDMS), was established in 1984 by agreement
between DoD, Department of Health -and Human Services (HHS), VA, and-Federal
Emergency Management Agency (FEMA). It operates to provide capability for treating
large numpers of patients who are injured in-a major peacetime disaster in the United
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States and its territories, or to treat casualties resulting from a conventional military
conflict overseas.

Federal Response Plan, required by Pub. L. 93-288, the Robert T. Stafford Act as
amended, April 1992, established the architecture for a systematic, coordinated, and
effective Federal response to a disaster or emergency situation.

Executive Order 12656, Assignment of Emergency Preparedness Responsibilities,
November 1988, charged VA to plan for emergency health care services for veterans,
active duty personnel, and, as resources permit, {o civilians in communities affected by
national security emergencies.

Presidential Decision Directive — 62, Combating Terrorism, May 1998 tasked U.S. Public
Health Service (PHS), working with VA, with ensuring that adequate stockpiles of
antidotes and other necessary pharmaceuticals are maintained nationwide and to train
medical personnel in NDMS hespitals. VA receives funding from the PHS to-cover the
costs of maintaining the pharmaceutical stockpiles.

Under the provisions of the Federal Response Plan (FRP), VA is involved in the planning for,
and response to, catastrophic disasters that require federal assistance. Over the past nine
years, VA has deployed over 1,000 health care personnel, and provided medical supplies,
equipment (including mobile health clinics), and facilities.

Under Presidential Decision Directive 62 (PDD 62), and as part of the NDMS, VA has an
agreement with USPHS to maintain four caches of pharmaceuticals at strategic locations
throughout the United States that may be needed for treatment of victims of an event involving
weapons of mass destruction (WMD). if an event occurs, these caches would be deployed to
the site of the incident with the NDMS National Medical Response Teams (NMRTs) that are
maintained and directed by the Department of Health and Human Services’ Office of
Emergency Preparedness (OEP). In addition, these pharmaceuticals would be used by the
NMRT’s and could provide supplemental capability to local medical caregivers and facilities to
treat WMD victims. VA also has an agreement with the Centers for Disease Gontrol and
Prevention (CDC) to assist with procurement and maintenance of the National Pharmaceutical
Stockpile that would also be located in specific cities throughout the United States. In both
instances VA receives funds from the agencies involved to procure and maintain these
stockpiles for the respective agencies.

GAO REPORT - MANAGEMENT OF MEDICAL SUPPLIES

| am pleased to have this opportunity to discuss VA's activity as a partner with OEP in the
procurement, inventory, storage, maintenance and delivery of medical supplies that may be
needed by NMRTSs to treat victims where weapons of mass destruction may have been used.
The development and maintenance of these stockpiles are integral parts of the Nation’s ability
to provide needed health care following an emergency. OEP officials determine the contents
of inventories; provide funding for the procurement, maintenance and deployment of the
medical supplies; and determine the locations of the stockpiles at sites across the United
States. The partnership between OEP and VA began in late 1995 and evolved to a formal
interagency agreement in April 1997.

Mr. Chairman, the partnership of HHS’s OEP and VA’'s EMSHG and Emergency Pharmacy
Services (EPS) is, for pharmaceutical stockpile management, a relatively recent one. (Note:
EMSHG has overall VA responsibility for emergency management activities. The EPS is
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directly responsible for managing the pharmaceutical/medical supplies stockpiles and works in
coordination with EMSHG.) From the inception of the partnership, all parties attempted to
meet the requirements of the program with very limited staffing. Until recently, VA managed its
program using only one and one-half staff nationwide. It was apparent to VA officials and also
to the GAO review team that this staffing was insufficient to maintain these stockpiles up to
the necessary standard. The lessons learned to date in the program, coupled with the
implementation of GAQ’s recommendations, and additional staffing resources will enable us to
not only build a better system for OEP, but also a better system to support VA's new
partnership with the Centers for Disease Control (CDC) in the National Pharmaceutical
Stockpile Program.

With the above background, what follows is VA’s plan to address each of the four
recommendations from the GAQ report. First, GAO recommended that OEP, CDC, the Marine
Corps Chemical and Biological Incident Response Force, and VA establish sufficient systems
of internal control over their chemical and biological stockpile management. Management
needs to reasonably make certain that personnel conduct risk assessments to ensure efficient
and effective administration of the stockpiles and to organize program activities to identify and
mitigate risks. That way, the stockpiles will be provided as planned when needed. To
implement this recommendation, OEP has contracted with Logistics Management Institute to
evaluate this program, conduct a risk assessment, and advise us on areas for improvement.
We look forward to utilizing their input. After that, we will conduct ongoing risk assessments
as an integral part of OEP’s program to assure that these supplies will be provided on time
when requested. CDC is contracting independently with LMI to conduct a similar evaluation.

Second, GAO recommended that the agencies arrange for periodic, independent inventories
of the stockpiles. in January 2000, VA conducted full inventories at each cache site. Complete
inventories, using personnel from EMSHG, EPS and the Office of Acquisition and Material
Management, will also be conducted on June 1, 2000, September 1, 2000, and December 1,
2000. OEP staff will be invited to participate in these inventories. At the completion of the
December 2000 inventory, the team will review lessons learned, and decide on the frequency
of future audits and the need for onsite staffing dedicated to managing the stockpiles.

Third, GAO recommended that VA implement a tracking system that retains complete
documentation for all supplies that have been ordered, received or destroyed. While a
tracking system was in place at the time of the audit, it is clear that the staffing to properly
maintain the system was insufficient and the data systems needed upgrading. Based on
lessons learned from the prior system, in December 1899, VA included additional staff in the
pending Memorandum of Agreement (MOA) with OEP to maintain the tracking system.
Furthermore, VA is now using an updated tracking system for use in the OEP and CDC’s
National Pharmaceutical Stockpile Program. The updated system provides documentation for
activities associated with the inventory management of the stockpiles. When fully
implemented the new system will also allow continuous, real-time access (read only) by OEP
and CDC staff. In addition, inventory reports will be available and provided to OEP and CDC
officials on a regular and ad-hoc basis.

Fourth, GAO recommended that supplies be rotated properly. The updated system provides
reports indicating future expiration dates. These reports allow for improved planning for
ordering, receiving, shipping and rotating stock at each location on a timely basis. These
capabilities enable EPS officials to keep stockpile manipulations to a minimum and assure
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effective and appropriate dating of the supplies.

Mr. Chairman, | would like to close with a description of additional actions taken since the
GAQ review was in process. First, a new MOA between OEP and VA has been developed and
is in the clearance process by VA The MOA incorporates the recommendations from the GAO
audit report. Second, the VA employee who had responsibility for managing this program
previously did so as an ancillary duty. In October 1999, VA selected a permanent, full-time
director of emergency pharmacy activities. In addition, the staffing of the program has been
increased under agreement with HHS by five positions. Third, all refrigeration issues cited in
the GAO report have been addressed. Fourth, numerous meetings and conference calls
between OEP and VA officials have occurred to address the issues raised by GAO and the
new MOA. Fifth, in September 1999, all stockpiles were replenished based, in part, on
information from the GAO review. In addition, during the week of December 27, 1999 and also
during the full inventories conducted in January 2000, the amount of diazepam on hand at
each stockpile was revalidated. (This action was taken due to the statement by GAO that
1,000 diazepam autoinjectors were missing and our concern that diversion of a controlled
substance may have occurred. | am pleased to report that all diazepam is accounted for and
our review does not substantiate any missing diazepam.) Sixth, we have reviewed space
needs at each site based on the expansion of the caches and will soon relocate two caches to
more suitable storage locations. Seventh, to improve security of each cache, we will install
locking devices at the access point that will record date, time and the individual gaining
access. We are seeking technology that will provide remote monitoring of the same. Eighth, in
February 2000, all ordering activities were assigned to VA’s National Acquisition Center;
therefore, meeting one of the GAO’s recommendations regarding separation of duties.

Mr. Chairman, the efforts of OEP and EPS staff to develop, maintain, and deploy emergency
supplies have been adequate but with the limitations identified by GAO. However, the EPS
functions will be more successful in the future with the actions that VA and OEP are taking to
strengthen our programs. We appreciate the benefits of GAO’s work on the Congress’s
behalf. Should incidents involving the use of weapons of mass destruction occur we are
prepared to meet our responsibilities as a part of the Nation's readiness capability.

Mr. Ogden and | will be happy to respond to gquestions from the Committes.
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Mr. SHAYS. Dr. Knouss.

Dr. KNouss. Thank you very much, Mr. Chairman. I want to
thank you again for the opportunity to appear before the committee
and for previous appearances where we've discussed the whole of
the National Disaster Medical System and our approach as to try-
ing to be prepared to assist the civilian population should one of
these awful events occur. But I would like to put into context these
teams and these stockpiles because these are just a part of the
total system of the National Disaster Medical System in which we
partner with the Department of Veterans Affairs and the Depart-
ment of Defense and the Federal Emergency Management Agency.

I'd like to spend a few minutes this morning just highlighting my
testimony. I've provided my complete statement for the record.

Today I'm here to discuss the recently released GAO report of the
complete audit of four of our specialized pharmaceutical caches
that are used by our special National Medical Response Teams.

These stockpiles were designed to be deployed with these four
specialized teams in responding to a weapons of mass destruction
event and providing medical care to its victims. Of course, we use
our system for many other things. And in fact, we’re just now today
completing some of our work with the Air Alaska crash out in Cali-
fornia in identifying the victims that died in that accident. The
stockpiles that we maintain for the National Medical Response
Teams contain specialized pharmaceuticals to treat up to 5,000 vic-
tims of a chemical exposure to nerve agents, among other medi-
cines and medical supplies.

The NMRT stockpiles are designed primarily to provide addi-
tional supplies to local areas that have depleted their own pharma-
ceutical resources in the initial hours after a chemical attack, when
time is of the essence. The NMRT stockpiles have also been used
to preposition supplies for designated special events, including here
in Washington, DC, for State of the Union addresses and other ac-
tivities.

The Department of Veterans Affairs is one of the four partners
in the National Disaster Medical System and manages one of the
largest pharmacy systems in the country. Consequently, we ap-
proached VA with our proposal for the purchase, management and
deployment of these stockpiles. VA was able to purchase the phar-
maceuticals and supplies through their purchasing system and
store the stockpiles in locations from which they can be deployed
with our teams.

The report recently issued by GAO raises important concerns
about the manner in which these stockpiles were managed and the
oversight provided by our office. We've taken GAQO’s efforts and re-
port seriously, and we're taking immediate steps to ensure proper
internal controls are in place and that we are in compliance with
all regulations. I want to note that we have carefully reviewed the
results of GAO’s audit and do not believe that any of the issues
cited degraded our ability to respond to a chemical attack should
it have occurred over the last 2 years.

Based on the result of the GAO audit, however, we have signed
a new interagency agreement with the VA that spells out each
agency’s responsibilities and activities, including assurance of ap-
propriate storage and physical security of the stockpiles; strength-
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ening of internal controls, including audits by both our staff and
VA staff, as well as independent reviews; establishment of a sched-
ule of regular communications, inventory updates and reports; and
regular and recurring management oversight by our office.

We certainly understand GAQO’s concerns that insufficient man-
agement and oversight controls do not provide any assurance that,
even if the audit had been 100 percent correct on 1 day, there are
no absolute assurances the same would be true the next day, or at
the time of deployment. However, we do not agree with the impli-
cation that we would not have been able to respond effectively to
a WMD incident. A “12 percent error rate” has to be put in the con-
text of the type of items that were included in the calculation, and
how the error rate was determined. An excess of large gloves is not
a significant problem and it is our understanding that an individ-
ual item could have been produced up to three errors if it was over
or under the count, if the lot number was recorded incorrectly, and
if the expiration date was not the same as the inventory listing.

But since being provided the audit results we have been working
with the VA to assure that these errors, regardless of level of sig-
nificance, are corrected. Our office and VA will ensure implementa-
tion of a far more effective control environment, including stricter
inventory control and monitoring and regular reporting and feed-
back; ensuring that information is recorded properly and the inven-
tory is kept up to date; ensuring additional and regular onsite mon-
itoring of the stockpiles, including announces and no-notice inspec-
tions of each stockpile; and ensuring that risk assessments and
control activities are implemented.

In conclusion, I want to reiterate that we are working very dili-
gently within our own office and with our VA partners to correct
the problems that GAO found, to do a 100 percent inventory, to en-
sure that current stocks and recordkeeping are accurate and up to
date, and to develop and implement the proper management con-
trols and oversight to ensure that the stockpiles are ready to deploy
and that we are in compliance with all laws and regulations.

Mr. Chairman, that concludes my testimony. I will be pleased to
answer any questions that you may have later on.

Mr. SHAYS. Thank you very much. We've heard from the VA and
from HHS and now we’ll hear from CDC.

[The prepared statement of Dr. Knouss follows:]
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Mr. Chairman and Members of the Committee,

I'am Dr. Robert Knouss, Director of the Department of Health and Human Services” (DHHS) Office of
Emergency Preparedness (OEP). | appreciate the opportunity to appear before you once again to discuss
our program’s activities.

Last September, 1 appeared before this Committee and spoke about OEP and the National Disaster
Medical System (NDMS), its teams and activities. Today, 1 am here to discuss the recently released
General Accounting Office (GAO) report after an audit of the four specialized pharmaceutical caches
used by our National Medical Response Teams (NMRTs), and the cache used by the Marine Corps’
Chemical Biological Immediate Response Force.

Background and Purpose of the Pharmaceutical Caches

In Fiscal Year (FY) 1997, the Congress appropriated $1.8 million to OEP for the creation of four
stockpiles of specialized pharmaceuticals, and in FY 1999, an additional $1.4 million was provided with
the funds appropriated to the Centers for Disease Control and Prevention (CDC) to increase the stocks to
be able to treat more victims. These stockpiles were designed to be deployed with our four specialized
disaster teams in responding to a weapons of mass destruction (WMD) event and providing medical care
to its victims. Three of the teams (California, Colorado and North Carolina) can be deployed anywhere in
the country. The Washington, D.C. team does not deploy outside of the Washington, D.C. metropolitan
area. The stockpiles contain specialized pharmaceuticals to treat up to 5,000 victims of a chemical
exposure to nerve agents such as sarin and VX; vesicants, such as mustard gas; and pulmonary agents
such as phosgene. In addition, each stockpile has medicines to protect the team members from cyanide
poisoning and antibiotics to begin to provide prophylactic treatment to team members should they be
exposed to a biological agent. Each stockpile will also accommodate treatment of the team for radiation
exposure.

As you know, OEP is also working with metropolitan areas across the U.S. to create Metropolitan
Medical Response Systems (MMRS). Part of the purpose of these systems is to ensure that each
metropolitan area has specialized pharmaceuticals on hand to protect and treat responders and to be able
to begin to treat WMD victims. We knew that an individual metropolitan area might not be able to afford
to keep all the stores of pharmaceuticals on hand that it might need in the event of a WMD attack. We
also knew that it would take up to 12 hours to deploy the National Pharmaceutical Stockpile that CDC is
developing. Therefore, we designed our stockpiles to be able to deploy with our NMRTs. The three
deployable teams and the associated stockpiles can be at an airport (commercial or military) and be ready
to board within four hours of notification. The NMRT stockpiles are designed primarily to provide
additional supplies to local areas that have depleted their own pharmaceutical resources in the initial
hours after a chemical attack, when time is of the essence. The NMRT stockpiles have also been used to
pre-position supplies for designated special events.
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In FY 1997, when we began developing the NMRT stockpiles, we did not want to develop new and
expensive systems, and we Jooked for systems that were already in place, on which we could build. The
Department of Veterans Affairs (VA) is ane of the four partners in the National Disaster Medical System
(NDMS) and manages one of the largest pharmacy systems in the country. Consequently, we approached
VA with our proposal for the purchase, management and deployment of the NMRT stockpiles. VA was
able to purchase the pharmaceuticals and supplies through their purchasing systems, and store the
stockpiles at facilities in strategic locations near the NMRTs (Los Angeles, CA; Denver, CO,
Winston-Salem, NC; and the Washington, D.C. metropolitan area).

GAO Report

The report recently issued by GAO raises important concerns about the manner in which these stockpiles
were managed and the oversight provided by OEP. We have taken GAO’s efforts and report seriously,
and we are taking immediate steps to continue to ensure proper internal controls are in place and that we
are in compliance with all regulations. Before commenting on the specific steps we are taking, however, 1
want to note that we have carefully reviewed the results of GAO’s audit and do not believe that any of
the issues cited degraded our ability to respond to a chemical attack should it have occurred over the last
two years.

Based on the result of the GAO audit, however, we have signed a new interagency agreement with the
VA that spells out each agency’s responsibilities and activities, including:

Assurance of appropriate storage and physical security of the stockpiles. The
stockpiles will be in secured locations, with restricted personnel access. In
addition, controlled substances will be ordered, received, stored and issued
according to applicable DEA and OMB regulations.

Strengthening of internal controls. OEP and VA personnel, with possible
assistance and oversight from the HHS Inspector General’s office, will conduct
an initial 100 percent inventory and will be matched with inventory records. All
out of date pharmaceuticals will be replaced, and we will assure that lot numbers
are recorded correctly. Regular and no-notice audits will be conducted.

Establishment of a schedule of regular communications. VA will provide
inventory updates on a regular and recurring basis and will also provide reports
on inventory replacements and changes. OEP will provide regular and recurring
management oversight.

The FY 2001 President’s budget includes resources for the stockpile management activities that the VA
will now conduct and four our additional activities.

Ability to Respond

We certainly understand GAO’s concerns that insufficient management and oversight controls do not
provide any assurance that, even if the audit had been 100 percent correct on one day, there are no
absolute assurances that the same would be true the next day, or at the time of deployment However, we
are concerned with GAO’s implication that we would not have been able to respond effectively to a
WMD incident. A "12 percent error rate” has to be put in the context of the type of items that were
included in this calculation, and how the error rate was calculated. An excess of large gloves and an
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undercounting of medium size gloves is not a significant problem. And it is our understanding that an
individual item could have produced up to three errors — if it was over {or under) the count, if the lot
number was recorded incorrectly, and if the expiration date was not the same as the inventory listing.
Substitutions of an equivalent product also do not affect response capacity. To reiterate, we recognize the
significant concern is not whether there is 2 100 percent inventory accuracy, but whether the principles of
quality control, quality assurance and inventory management have been utilized.

GAO has provided us with the spreadsheets from their audit of each cache. We have taken a serious look
at the audit of each of the VA caches. We found that, for the most part, the errors occurred in the number
of medical supplies, and that most of the errors were because of surplus quantities, not shortages. We
focused our activities on the pharmaceuticals and controlled substances, and found that most of the
missing pharmaceuticals at the time of the audit occurred at one location. Since being provided the audit
resuits, we have been working with the VA to assure that these errors, regardless of level of significance,
are corrected.

Security is a principal concern. As a result, we will be moving the location of one of our stockpiles so
that it can be more readily monitored, In doing so, we want to be particularly carefil, however, that we
not increase the time that it would take to mobilize our team with its medical supplies and
pharmaceuticals.

Further Actions
With the signature of the new agreement, we will accomplish the following:

Have a more effective control environment - Requirements for stricter inventory
control and monitoning, as well as for regular reporting and feedback, are
included in the new agreement. In addition, VA officials have informed us that
there are now clear lines of command and assignments for stockpile
management. The new agreement includes the funding of additional staffing at
the VA for close stockpile management.

Properly record information and communicate with management - OEP will
provide funds for additional staff and improved computerized inventory records
at the VA to help ensure that the information is recorded properly and kept up
to date. In addition, OEP and VA are instituting a monthly reporting system and
periodic meetings with management. i

Ensure monitoring - VA staff is providing additional and regular on-site
monitoring of the stockpiles. OFP staff or appropriate contractual staff, will
conduct announced and no-notice inspections of each stockpile.

Conduct risk assessments and implement control activities that are linked to the
results of a mission risk assessment - The agreement provides that VA, with an
OEP representative present, prepare a risk analysis of each location of storage.
‘This analysis includes estimation of the risk’s significance, assessment of the
fikelihood of its occurrence, decisions and recommendations on managing the
risks and actions. Based on these analyses, OEP and VA will ensure appropriate
risk management.
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Conclusion

In conclusion, I want to reiterate that we are working very diligently within our own office and with the
VA to correct the problems that GAO found, to do a 100 percent inventory, to ensure that current stocks
and record keeping are accurate and up to date, and to develop and implement the proper management
controls and oversight to ensure that the stockpiles are ready to deploy and that we are in compliance
with all laws and regulations.

Mr. Chairman, this concludes my testimony. I will be pleased to answer any questions you may have.
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Mr. SHAYS. Dr. Ostroff.

Dr. OSTROFF. Thank you, Mr. Chairman.

We appreciate the opportunity to discuss the development of the
National Pharmaceutical Stockpile or NPS, which is one of the
components of our overall public health response to the threat of
bioterrorism.

Today I am accompanied by Mr. Steven Bice, who is Chief of our
CDC National Pharmaceutical Stockpile Branch located in the Na-
tional Center for Environmental Health.

In 1998, CDC issued Preventing Emerging Infectious Diseases: A
Strategy for the 21st Century, our plan for preventing emerging
diseases. It focuses on four goals, each of which has direct rel-
evance to preparedness for bioterrorism: disease surveillance and
outbreak response; applied research; infrastructure and training;
and disease prevention and control. This plan emphasized the need
to be prepared for the unexpected—whether it be a naturally occur-
ring West Nile Virus outbreak or the deliberate release of anthrax
by a terrorist.

A 5-year strategic plan for bioterrorism that CDC has been devel-
oping with its partners will soon be published. It defines activities
necessary to ensure that the public health community is prepared
to recognize and respond to a threat or actual act of bioterrorism.

However, CDC has already moved forward in multiple critical
areas using funds appropriated by Congress beginning in fiscal
year 1999. One of these areas was the development of a National
Pharmaceutical Stockpile which can be called upon in response to
an episode caused by a biological or chemical agent. The mission
of CDC’s NPS is to ensure the availability of life-saving pharma-
ceuticals and other medical supplies for prompt delivery to the site
of a biological or chemical terrorist event anywhere in the United
States. While the first response to an incident will come from local
and State emergency medical and public health personnel, few local
governments have the resources to create sufficient stockpiles on
their own.

CDC has used an ongoing deliberative process to guide purchas-
ing decisions for the NPS. Fiscal year 1999 decisions were based
on the recommendations of two multispeciality expert working
groups and the Department’s operating plan, which was submitted
to Congress.

A subcommittee of the Advisory Committee to the Director of
CDC also is involved in this review process. Because acquisition
priorities may change over time as threats change, these commit-
tees will continue to provide input and oversight. CDC has also es-
tablished relationships with the national security agencies to en-
sure that the stockpile reflects current concerns and information.

The expert working groups convened by CDC prioritized the fol-
lowing six biological agents and diseases as concerns in civilian set-
tings: smallpox, anthrax, pneumonic plague, tularemia, botulinum
toxin and viral hemorrhagic fevers. Because anthrax, plague and
tularemia can be treated with currently available antibiotics, pur-
chasing these products for the NPS formulary was given top prior-
ity for fiscal year 1999. Presently there is no additional smallpox
vaccine or botulism antitoxin to procure. However, efforts to rectify
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this situation are a high priority for the Department and our part-
ners in the Department of Defense.

The working groups also identified chemical agents that could be
used in a terrorist incident, including nerve agents such as sarin,
and respiratory irritants and vesicants such as sulfur mustard and
cyanide. Obtaining antidotes for these agents was also given high
priority in fiscal year 1999.

The NPS has two basic components. One consists of four pre-as-
sembled sets of supplies which are called “12-hour push packages,”
ready for quick delivery and use in the field. And in response to
your questions to the previous panel, we’ve brought pictures so that
you can see what one of these actually looks like in the warehouse.
There are also Vendor Managed Inventory packages [VMI], which
will be activated if the incident requires a continued response. The
VMI packages will be shipped to arrive at 24 and 36 hours after
activation and will comprise material that would be delivered from
one or more pharmaceutical manufacturers or prime vendors with
whom we will contract to hold inventory that can be released at the
time of an emergency.

The decision to deploy the stockpile will be based on the best epi-
demiologic, laboratory and public health information regarding the
nature of the threat. This is one of the reasons the development of
the public infrastructure for bioterrorism response is so important.
When a biological or chemical terrorist incident is suspected, CDC
will enhance surveillance activities, laboratory confirmation proce-
dures, notification of the Office of Emergency Preparedness and ap-
propriate Federal agencies and provide pertinent technical support.
With regard to the stockpile, the Director of CDC, in consultation
with the Assistant Secretary for Health, will direct its mobilization.
If CDC stockpile components are needed, 12-hour push packages
will be rapidly deployed. CDC will then begin the process of tailor-
ing subsequent deliveries of stockpile components from the Vendor
Managed Inventory as indicated by the specific biological or chemi-
cal threat.

In regard to the GAO-identified weaknesses in internal controls
and management structure, there are three aspects of our NPS
which are critical in addressing these concerns. First, there is di-
rect coordination and management by CDC staff. CDC is an active
partner in all aspects of the NPS. This includes providing guidance,
oversight, operational control, and evaluation. After an intensive
systematic deliberative process, which included valuable input and
support from GAO and others, CDC chose the VA as the acquisi-
tion partner to work with on the NPS and feels that carefully
planned management steps and close oversight will prevent future
problems such as those identified by GAO.

The second point is that there will be continuous monitoring,
quality assurance, and evaluation. We've taken steps to assure that
the memorandum of agreement between CDC and the VA is ex-
plicit, comprehensive and precise. And CDC’s tradition of oversight,
technical assistance, and onsite presence is an integral part of the
NPS. Through its real-time access to the VA’s electronic inventory
record system, CDC will monitor the purchase of stockpile pharma-
ceuticals and medical equipment, rotation of stock, and disposal of
items for which there is not comparable civilian use.
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CDC will physically verify the records of stock maintenance and
transactions as part of its periodic unannounced site visits. Since
the memorandum of agreement was signed CDC has already made
multiple visits to inspect the 12-hour push packages, including two
visits which were unannounced. Security measures will also be in
place to safeguard NPS pharmaceutical supplies and equipment.

The third aspect of our management plan is partnerships, col-
laboration and communication. The responsibility for managing the
NPS requires that we partner with OEP, other Federal agencies
and State and local governments. CDC is planning training to fully
prepare our State and local partners and will provide technical as-
sistance to State and local governments that wish to purchase
pharmaceuticals, chemical antidotes, other medical supplies and
medical equipment to augment their current emergency response
capabilities.

In summary, we believe that these components of the NPS will
address the management concerns identified by GAO and assure
provision of medical supplies, pharmaceuticals and other stockpiled
equipment in a timely fashion.

This concludes my comments and we, too, will be happy to an-
swer any questions.

Mr. SHAYS. Thank you. This is very interesting and it will be in-
teresting for me to see how all of you interface with each other.

[The prepared statement of Dr. Ostroff follows:]
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»od morning, Mr. Chairman, and Members of the Subcommittee. I am Dr. Stephen M. Ostroff,
sociate Director for Epidemiologic Science, National Center for Infectious Diseases, Centers for
sease Control and Prevention (CDC). T am accompanied by Steven D. Bice, Chief of the National
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Pharmaceutical Stockpile Branch, in CDC's National Center for Environmental Health. 1 appreciate the
opportunity to testify before the Subcommittee about the plans for and management of the National
Pharmaceutical Stockpile Program (NPSP), one component of CDC’s overall public health response to
the threat of bioterrorism. An appropriate response to a potential bioterrorism threat requires
unprecedented partnerships among security agencies, first responders, and the public health community at
all levels of government.

As the Nation’s disease prevention and control agency, it is CDC’s responsibility on behalf of the
Department of Health and Human Services (DHHS) to provide national leadership in the public health
and medical communities in a concerted effort to detect, diagnose, respond to, and prevent illnesses,
including those that occur as a result of bioterrorism or any other deliberate attempt to harm our citizens.
This task is an integral part of CDC’s overall mission to monitor the health of the U.S. population. This
mission unfolds every day in various forms, such as disease outbreak response, concern for worker safety,
and critical work in global health. CDC, working with other partners inside and outside of DHHS, also
has significant experience in responding to explosion and chemical related events and emergencies.

In 1998, CDC issued Preventing Emerging Infectious Diseases: A Strategy for the 21st Century, which
describes CDC’s plan for combating today’s emerging diseases and preventing those of tomorrow. It
focuses on four goals, each of which has direct relevance to preparedness for bioterrorism: disease
surveillance and outbreak response; applied research to develop diagnostic tests, drugs, vaccines, and
surveillance tools; infrastructure and training; and disease prevention and control. This plan emphasizes
the need to be prepared for the unexpected -- whether it be a naturally occurring influenza pandemic or
the deliberate release of anthrax by a terrorist. Copies of this CDC plan have been provided previously to
the Subcommittee.

CDC is continuing to build on these efforts. An example of this is the strategic plan that CDC is
developing with its partners to define the specific activities that will need to be conducted over the next
several years to continue to ensure that the country is prepared to respond to any threat or actual act of
bioterrorism.

Unlike an explosion or a tornado, in a biological event, it is unlikely that a single localized place or cluster
of people will be identified for traditional first responder activity. The initial responders to such a
biological attack will most likely include county and city health officers, hospital staff, members of the
outpatient medical community, and a wide range of response personnel in the public health system. Thus,
protection against terrorism requires investment in the public health system. This point is underscored in a
report, commissioned by the Department of Health and Human Services Office of Emergency
Preparedness (OEP) and recently released by the Institute of Medicine and the National Research
Council, Chemical and Biological Terrorism: Research and Development 1o Improve Civilian Medical
Response, which stresses the need for long-term public health improvements in surveillance and
epidemiology infrastructure.

Increased vigilance and preparedness for unexplained illnesses are an essential part of the public health
effort to protect the American people against bioterrorism. Toward this end, CDC, working in
collaboration with State and local health departments, many other public health partners, and other
Federal agencies, has begun the effort to upgrade public health capabilities locally and nationally to
respond to biological and chemical terrorism. With these partners, CDC has moved aggressively in five
areas, including model preparedness planning, developing of national biological and chemical agent
laboratory diagnostic capacity, strengthening surveillance and epidemiologic investigation capacity, and

enhancing communications systems, particularly at the local level. The fifth integral component of public
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be called upon in response to an episode caused by a biological or chemical agent. Today 1 will be
discussing CDC’s approach to development and implementation of the pharmaceutical stockpile, but it
should be emphasized that this must be developed in concert with the other segments of the public health
infrastructure. : '

The mission of CDC’s NPSP is to ensure the availability of life-saving pharmaceuticals, vaccines,
antidotes, other medical supplies, and equipment for prompt delivery to the site of a biological or
chemical terrorist event anywhere in the United States. The NPSP is not the first response to an incident
of biological or chemical terrorism. That response will come from local and state emergency, medical and
public heaith personnel. However, few local governments have the resources to create sufficient
stockpiles on their own. Therefore, a primary purpose of the NPSP is to provide critical drugs and
medical material that would otherwise be unavailable. Key elements of the stockpile program include:
procurement and logistics management; monitoring, quality assurance, system testing and evaluation;
contract management; training and education; operational research and evaluation; and coordination of
emergency response efforts. CDC will manage the NPSP in collaboration with a number of important
partners, as I will describe in detail later. In particular, CDC has chosen the Department of Veterans
Affairs (VA) as our primary acquisition partner. This decision was reached after a systematic assessment
of all available information and exploration of alternatives.

This morning, I am going to discuss the stockpile’s relationships to other national pharmaceutical
stockpiles, its contents, its deployment, and its overall management.

Relationship to and Coordination with Other National Pharmaceutical Stockpiles

CDC’s NPSP is a unique resource available to all United States public health departments. However,
there are other national pharmaceutical stockpiles; and it is essential that the NPSP coordinate with these
resources for the most cost-effective protection of the American people.

OEP has established four National Medical Response Teams (NMRTs), which have stockpiled enough
antidotes and equipment to treat an affected population of up to 5,000 people each when responding,
particularly to the release of chemical agents. CDC has been collaborating closely with OEP to make sure
CDC’s stockpiles complement the NMRT stockpiles. CDC will continue to collaborate with OEP in FY
2000 through co-inspections of stockpiled items, and OEP will continue to be involved in CDC’s
program planning and expert working groups.

The Marine Corps’ Chemical and Biological Incident Response Force (CBIRF) may be deployed to assist
civilian communities; therefore interagency coordination is critical. CDC has met with CBIRF staff to
begin coordination of our efforts.

Contents of Stockpile

CDC has implemented an on-going deliberative process to guide the purchasing decisions for the NPSP.
The process involves enhancing preparedness for biologic and chemical agents that would be catastrophic
if released into the population. The process involved extensive input from experts including
representatives from the intelligence community, DHHS, academic experts, and state and local health
authorities. The experts met in two working groups in June 1999. CDC’s FY 1999 purchasing decisions
were based on the recommendations of these groups and the FY1999 DHHS operating plan. A
sub-committee of the Advisory Committee to the Director, CDC, will be convened to continue this
rocess. and because oriorities will change over time. will continue to meet at least once annuallv. In
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addition, CDC has established re]ationsh;ps with various national security agencies so as to facilitate
continuous updates and analyses of threat agents and ensure that the stockpile reflects current needs.

The expert working groups convened by CDC prioritized the following biological agents: smallpox,
anthrax, prneumonic plague, tularemia, botulinum toxin and viral hemorrhagic fevers. Because anthrax,
plague and tularemia can be effectively treated with antibiotics that are immediately available, purchasing
these products for the NPSP formulary was given first priority in the stockpile section of the DHHS FY
1999 operational plan. Smallpox and botulism require materials that are not immediately available and
will require a series of additional research, FDA regulatory, and production steps before these can be
procured. These efforts are a high priority for DHHS and the Department of Defense (DOD).

The working groups also identified chemical agents that could be used in a terrorist incident, including
nerve agents such as sarin, and respiratory irritants and vesicants such as sulfur mustard and cyanide. In
addition to medications and supplies for intravenous administration, CDC proposes to include medical
equipment that would be essential for treatment, including airway supplies, bandages and dressings, other
emergency medications, and a back-up supply of chemical antidotes. These are items that local clinicians
may find in short supply in the event of a biological or chemical terrorism incident.

Components of the National Pharmaceutical Stockpile

The National Pharmaceutical Stockpile (NPS) has two basic components. The first component consists of
four 12-hour push packages for immediate response. A 12-hour push package is a pre-assembled set of
supplies, pharmaceuticals, and medical equipment ready for quick delivery to and use in the field. These
packages will permit emergency medical staff to treat a variety of different agents, since the actual threat
may not have been identified at the time of the stockpile deployment. The packages will be color-coded
on aircraft pallets, positioned in environmentally-controlled and secured warehouses, and ready for
immediate deployment by the contract carrier to reach the affected area within 12 hours of the federal
decision to deploy.

The second component, Vendor Managed Inventory (VMI) packages, will be activated if the incident
requires a larger or continued response. The VMI packages will be shipped to arrive at 24 and 36 hours
after activation. The VMI packages will comprise material that will be delivered from one or more
pharmaceutical manufacturers or prime vendors, who, per a contractual arrangement with VA and CDC,
will hold inventory that can be released at the time of an emergency, and will be tailored to provide
medications, supplies, and/or products specific for the suspected or confirmed agent(s).

Deployment of the Stockpile

The decision to deploy the stockpile will be based on the best epidemiologic, laboratory and public health
information regarding the nature of the threat. This is one of the major reasons that development of the
public health infrastructure for bioterrorism response is so important. One scenario for deployment of the
NPS begins with an overt bioterrorist act, resulting in a state governor requesting assistance from the
President. The Federal Response Plan would be put into effect, under which CDC is responsible for the
management of public health issues surrounding biological and chemical terrorist events. A more likely
scenario would be that CDC, at the request of a state health department, would begin investigating an
unusual pattern of illness and conclude that the outbreak might be the result of a bioterrorist event. When
a biological or chemical terrorist incident is suspected, CDC will begin or enhance surveillance activities,
laboratory confirmation procedures, notification of appropriate Federal agencies and provision of
pertinent technical support. With regard to the stockpile, the Director of CDC, in consultation with the
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Assistant Secretary for Health (ASH), will direct the mobilization of NPS assets. If CDC stockpile
components are needed, 12-hour push packages will be rapidly deployed to best address the needs of the
stricken population. CDC will then begin the process of tailoring subsequent deliveries of stockpile
components from the VMI as indicated by the specific biological or chemical agent.

Mobility of the Stockpile

CDC is taking steps to assure the mobility of the stockpile by negotiating a contract with a commercial
cargo carrier to transport the stockpile on a moment’s notice. Any operational airport in the country
could be used as a potential offload and distribution site for the NPS. If a terrorist incident occurs, the
NPS will be delivered to a secure site proximate to — but outside of — the affected area. CDC will be
working with the carrier to ensure that the stockpile can be moved by either land or air for delivery to any
US location.

Stockpile Management

The GAO report on the management of existing stockpiles identified weaknesses in internal controls and
management structures. Over the past year, CDC has worked closely with GAQ to address these
coordination, oversight, and partnership concerns as they relate to the NPSP. Three aspects of the NPSP
management plans are critical in this regard: (1) direct coordination and management by CDC staff, (2)
on-going monitoring, quality assurance, and evaluation; and (3) partnerships, collaboration and
communication.

1. Direct coordination and management by CDC staff

The stockpile’s pharmaceuticals, vaccines, antidotes, other medical supplies, and equipment will by
managed by highly-trained professionals, who will complement state and local public health teams’
efforts. This team of professionals is vital to the stockpile’s effectiveness. Each member of the program
has a clearly defined role that results in increased accountability.

The Role of CDC

CDC will provide guidance, oversight, operational control, and evaluation elements as the designated
executive manager for the NPSP. CDC staff members are hired for their technical expertise and
professional backgrounds and will be retained on the basis of demonstrated competence in the
performance of their duties. The NPSP staff'is functionally organized so that a single staff member has
the lead for ensuring that all monitoring, quality assurance, and evaluation responsibilities are carried out
with diligence and efficiency, and every NPSP staff member has some level of supportive responsibility
for each of these areas as part of his performance work plan.

CDC chose the VA as the acquisition partner to work with the NPSP. At the time the decision was made,
CDC was aware that GAO had identified problems in a similar collaboration. Therefore CDC considered
other options, including DOD and CDC self-management. However, after an intensive deliberative
process, using the best information available, CDC feels that the VA is the best partner and that following
carefully planned management steps can prevent the problems identified by GAO.

First, CDC will continually monitor the status of NPS inventory at both VA and VMI locations. One of
the strengths of the CDC-VA partnership will be the development of a real-time look-down inventory
monitoring system. This system will track inventory levels, the ordering and receipt of all products, the
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status of all NS transactions, and the scheduled rotalion of Stock to maintain current expiration dates on
medications and devices. This monitoring will be done through direct access to the inventory systems of
all partners to the NPSP. .

Second, each year CDC will conduct no fewer than 3 periodic "no notice” or unannounced inspections of
facilities that store NPS pharmaceuticals and other response material. CDC staff will carry out these visits
using a standardized protocol covering all aspects of NPSP responsibility, including storage, security, and
deployment procedures. These facilities will need to register under the Food, Drug, and Cosmetics Act
and will also be subject to FDA inspection. CDC staff will also conduct operational capability inspections
at the contract carrier’s shipping locations. CDC staff will cite any deficiencies identified during
inspections and hold partners accountable for prompt corrections.

Third, CDC staff will carry out no fewer than 2 periodic exercises each year to test various aspects of the
NPSP. CDC and external monitors will be used to observe and record how CDC staff and its partners
perform in a simulated deployment. These monitors will rate performance using a combination of
objective and subjective rating criteria. A follow-up report of such exercises, citing strengths and
weaknesses, will be accompanied by specific actions that partners and CDC must take to correct any
system defects.

The Role of the VA

The VA was selected to serve as the primary acquisition partner for the stockpile while CDC will manage
and provide oversight of all aspects of the stockpile program. The VA was selected as this logistics and
purchasing partner due to its experience with large pharmaceutical purchases on behalf of the U.S.
government and its strong willingness to partner with CDC to ensure successful implementation of the
NPS. The NPS has a logistical team that will be working closely with the VA and medical suppliers and
wvendors throughout the country. The VA has a staff member who will serve as a single point of contact
on stockpile issues and is fully dedicated to the NPSP. This person is directly responsible for VA’s
stockpile duties and will provide continuous management. In addition, each push package will have a
dedicated VA pharmacist on staff.

The 12-hour push packages will be stored separately from normal operating stock in a secured section of
either a commercial or VA-owned warehouse approved by CDC. The 12-hour push packages will be
managed with CDC oversight in the form of scheduled and unannounced inspections that are part of the
NPSP quality assurance activities.

The VA, with CDC concurrence, will award the VMI portion of the stockpile’s supplies to a medical
products distribution or manufacturing company or a combination of both. The VMI material may be
co-mingled with the contractor’s normal operating stock and continuously rotated to insure potency of
government-owned and reserved material. The VA will ensure compliance with the VMI contract and
will provide quarterly reports to CDC on compliance and internal control issues. In addition, CDC statf
will conduct periodic unannounced inspections of sites where stockpile VMI is being stored.

2. Monitoring, quality assurance, and evaluation.

CDC has taken steps to ensure that the Memorandum of Agreement (MOA) between CDC and VA is
explicit, comprehensive and precise. In addition, CDC’s tradition of strong oversight, technical assistance,
and on-site presence will be an integral part of the NPSP. A thorough monitoring and evaluation loop will

include any remediation needed to quickly fix identified gaps. CDC will utilize the ongoing partnership
hatwrsan EMVA and VA tha acenra tha misalitu af tha NIDQ nnnfonte
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Inventory and Record-Keeping

The VA will procure medical material contained on the NPSP requirements list. It is anticipated that there
will be several CDC procurement cycles during each year. The VA will update procurement records to
ensure timely status of orders and expected delivery dates. Each product shipped to the VA distribution
center must have a minimum of 95% of its shelf life remaining at the time of receipt. Products received
with insufficient shelf life remaining will be returned to the manufacturer. Any exceptions to this 95%
requirement dictated by limited market availability must be approved by CDC.

All NPSP material will be stored in a secure, well-lighted, temperature-controlied warehouse or
distribution center. The 12-hour push packages will be stored separately from operational stock and kept
in a limited access area. Inventory management records will reflect a CDC ownership code for both the
12-hour and VMI packages and will facilitate the rotation of medical material prior to its expiration.

Through its real-time access to the VA’s electronic inventory record system, CDC will routinely monitor
the purchase of stockpile pharmaceuticals and medical equipment, rotation of stock, and disposal (or
shelf-life extension) of items for which there is no comparable civilian use. CDC will physically verify the
records of stock maintenance and transactions as part of its site visits. CDC’s MOA with the VA specifies
the prompt and proper recording of transactions because it is the intention of CDC to monitor this
information through the VA system of electronic inventory control. From this documentation, CDC
logistics staff will provide periodic reports and analyses on the status of stockpile products.

Security

Security measures are or will be in place in FY 2000 to safeguard NPSP pharmaceuticals, supplies and
equipment. The NPSP demands that storage areas for general medical supplies be appropriately secured;
that access to warehouses be confined to a limited number of personnel; that internal documents be
updated frequently to reflect personnel tumn-over; and that keys or combinations are changed when
personnel leave the agency. All medical controlled substances shall be ordered, received, stored, and
issued in accordance with all applicable Drug Enforcement Administration (DEA) regulations; and all
controlled substances shall be stored in a safe or vault with a combination lock with a combination that is
known by only the primary and alternate responsible staff. The review and tightening of these physical
security measures will be a prominent part of CDC’s unannounced inspections. Since CDC staff are not
security experts, we are seeking technical assistance from the U.S. Marshals Service to provide a security
assessment of our 12-hour Push Package sites.

Stockpile Deployment Exercises

CDC must ensure that the stockpile can be deployed quickly and effectively before it needs to be used in
a biological or chemical terrorist incident. As noted earlier, CDC will conduct periodic exercises to test
all aspects of stockpile deployment. These exercises will begin in FY2000.

CDC, in conjunction with its partners, will develop scenarios for situational field exercises to evaluate the
capabilities of the stockpile deployment and distribution mechanisms. These exercises will range from
tabletop scenarios to full-scale, real-time simulated operations that will incorporate multiple jurisdictional
partners and federal agencies. A full system exercise will take CDC to the point of hand-off to state
officials and will review their distribution plan and their performance as part of the overall system.
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3. Partnerships, collaboration and communication.

The responsibility for overseeing and managing the NPS requires that CDC partner with state and local
governments and coordinate with OEP and other federal agencies. This is necessary to provide US
citizens with the maximum protection available. In addition, CDC is learning from and utilizing the
expertise of many partners, including drug and equipment manufacturers, transportation companies, the
FDA, and the VA to ensure production, maintenance, security, and delivery of NPS items.

Partnering with federal agencies

The responsibility for oversight and management of the NPSP requires CDC to partner and coordinate
with other federal agencies as well as state and local health departments in order to provide a
comprehensive protection program. in addition to the VA, other key federal partners involved in issues
related to the management and deployment of the NPS include OEP, FDA, DOD, FB1, and FEMA.

Partnering with state and local agencies

CDC will work with state and local health agencies to provide, distribute, and administer the products in
the stockpile. In order for the stockpile to be deployed quickly and effectively, CDC must provide
technical assistance to aid in the development of state and local capacity to receive and distribute the
NPS.

Local organizations at the city, county, and regional level will be essential in the effort to reach all citizens
who need medical help after a terrorist incident. However, these partners need to become fully aware of
the NPS to ensure that they are able to most effectively plan for and use this valuable resource. To meet
this need, CDC is now planning extensive training, including use of the Internet and a continuing
education effort, to fully prepare our state and local partners. Other private or industry organizations will
also have important roles to play in the local or state deployment of the stockpile. For example,
organizations such as nursing home associations, private ambulance services, and trucking companies all
provide services that could be critical to the timely deployment of the stockpile.

CDC is also prepared to provide technical and scientific assistance to state and loca] governments who
wish to purchase pharmaceuticals, chemical antidotes, other medical supplies, and medical equipment to
augment their current emergency response capacities.

in summary, we believe that these components of the National Pharmaceutical Stockpile Program will
prevent the stockpile management concerns identified in the GAO Report and will provide medical
supplies, pharmaceuticals, and other stockpile equipment in a timely fashion

Thank you, Mr. Chairman and members of the Subcommittee, for the opportunity to testify be