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 Bakke, Mary Beth

From: = " Smith, John M.

B Sent: R ':.Thursday, September 04, 2008 2:24 PM
" To: ' .~ Bossert, ThomasP. -
- Ce: , Tysarczyk, Eric J.; Fleldmg, Fred F Bakke Mary Beth-
Subject: - ©o FW:pumping equlpment m New Orleans
.Atfachments: » Scann001 .PDF ‘

Scann0OL.PDF (206~~~ o &
PR ) : IR 4
) Tom, - = . ' :

Please see attached follow-up letter from 0SC to the President.
——4——Or1g1nal Message———¥-

|
From: Bakke, Mary Beth’ ' :

Sent: Thursday, September 04 2008'2-18 PM
To: Smith,” John M.
Subject 08C: pumplng equlpment in New Orleans ‘

Please see attached
MB



U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 300
washington, D.C. 20036-4505

John  Smith
‘August28,2008 Q’ L/‘&X

The Special Counsel

\

The Honorable Fred F. Fielding
Counsel to the President

The White House

Washington, D.C. 20500

Re: OSC File No. DI-07-2724

Dear Mr. Fielding:
[ am transmitting the enclosed letter to the President concerning the above-referenced
case regarding the pumping equipment in New Orleans. If I may provide more information

concerning this matter, please do not hesitate to contact me.

Sincerely,

SEIl

Scott J. Bloch

Enclosures



U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 300
washington, D.C. 20036-4505

WWW.0SC.goV

The Special Counsel August 28, 2008

The President
The White House
Washington, D.C. 20500

Re: OSC File No. DI-07-2724

Dear Mr. President:

On August 4, 2008, I informed you by letter that the report to me regarding the New
Orleans flood protection system submitted by the Department of Defense (DoD) did not appear
to be reasonable within the meaning of 5 U.S.C. § 1213(e)(3). In 2007, U.S. Army Corps of
Engineers (USACE) civil engineer Maria E. Garzino disclosed serious allegations to my office
concerning the pumping equipment manufactured and installed in New Orleans by a contractor,
Moving Water Industries, and the related lack of proper government oversight and contract
management.! In sum, Ms. Garzino alleged that the pumping equipment was defective and
largely untested.

On May 14, 2008, in response to my September 21, 2007, referral, then DoD Inspector
General Claude M. Kicklighter substantiated several of Ms. Garzino’s allegations. However, the
DoD report concluded that “... these deficiencies were performance-related shortcomings that
did not rise to the level of a serious violation of law or regulation, abuse of authority or gross
mismanagement. Nor did they result in a gross waste of funds or a danger to public health or
safety.”

As you know, after reviewing the report, I informed you, the Honorable Carl Levin,
Chairman of the Senate Committee on the Armed Services, the Honorable Ike Skelton, Chairman
of the House Armed Services Committee, and the Honorable Gordon S. Heddell, Acting DoD
Inspector General, that the agency report appeared superficial and dismissive. In Ms. Garzino’s
substantial and detailed comments, she concluded that the DoD report was devoid of engineering
and mathematical interpretation with severely flawed and erroneous conclusions representing, in
her words, a “whitewash.”

On August 8, 2008, shortly after receiving my letter, Acting Inspector General Heddell
notified me that he strongly agreed ... that every effort must be made to assure the citizens of
New Orleans that pumps designed for flood protection will perform as specified during
hurricanes.” Consequently, Acting Inspector General Heddell directed his office to determine

! Ms. Garzino has worked as a DoD employee for approximately 17 years, including ten years as a USACE
engineer. From March 2006 to September 2006, Ms. Garzino was detailed to USACE New Orleans District, and
served as Team Leader of Pumping Systems Installation.




The Special Counsel

The President
Page 2 '

whether the pumps were, in fact, adequately tested and to evaluate the likelihood that the pumps
could be vulnerable to failure in the event of a hurricane. A copy of Acting Inspector General
Heddell’s letter is enclosed for your review. »

I am encouraged by the prompt response of Acting Inspector General Heddell to engage
‘his organization to ensure that the pumps will perform when needed in order to provide flood
protection to the people of New Orleans. Given that Hurricane Gustav is presenting a threat to
the Gulf Coast, it is imperative that DoD continue to take steps to ensure the public health and
safety of the citizens of New Orleans. Therefore, as a result of DoD’s encouraging resporse,
have reopened the above-referenced case. Acting Inspector General Heddell has pledged to keep
me informed regarding his progress and to provide me with the results of his agency findings. In
turn, | am determined to provide ongoing oversight of DoD’s progress and findings, and will
continue to-keep you and members of Congress 1nformed about these 1mportant safety and
management issues. ‘ :

Respectfully, -

' Scott j.Bl'(l)ch_. 4

Enclosure



INSPECTOR GENERAL
- DEPARTMENT OF DEFENSE
400 ARMY NAVY DRIVE :
ARLINGTON,  VIRGINIA 222024704

Fhe Honorable Scott J. Bloch o o .

- Special Counsel, U.S. Office of Special Counsel . AG - 8 2008
1730 M. Street, N W., Suite 300 o ' ‘

, Washmgton D.C. 70036 4305

« Re 0osC Flle No DI-07-2724
Dearl\/h Bloch :, ,

Thank you for sharing with me your letter of August 4, 2008, to the President '
in regard to the Department of Defense Inspector General (DoD 1G) report of -
‘May 14, 2008. I strongly agree that every effort must be made to assure the citizens -
-of New Orleans that pumps desxmed for ﬂood protection will perform as specified
during hurricanes.

Havmcr recently been demgnated as the Actmg Inspector General for the
Depaltment of Defense, I have carefully reviewed the hlst01y of this issue. Based
upon my review, and the need for public confidence in New Orleans’ flood
' protectxon system I have concluded that an outs1de oplmon is warranted.

Accordingly, I have d11 ected that my office unmedlately beom the process to
secure a contractual arr angement with a profess1onal engineering company to
- determine whether the pumps in question were, in fact, adequately tested; and to*
evaluate the hkehhood that the pumps could be vulnerable to fallure in the event of
a humcane ‘

I wﬂl keep you advised 1ega1d1ng my progress and Wlll prowde you the
results of the findings. If you have any questlons please contact me at' (703) 604-
: '8300

Sincerely,

‘ Gmdon H Heddell
, Actmcr



U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W.,-Suite 300
washington; D.C. 20036-4505

The Spécial’ Counsel - LA .
. August 18, .2008

The Honorable Fred F. Fielding
Counsel to the President

~ The White House

- Washington, D.C. 20500

Re: OSC File No. DI-07-1725

Dear Mr. Fielding;: :

B Pursuémt to 5U.S.C. § 121 3(e)(3), 1 a’mvtran.sm'itting the encloséd lefter and reports to the
“President. If I may provide more information concerning this matter, please do not hesitate to
" contact me. ' - o '

A .
Sincerely,

s

Scott J. Bloch

- Enclosure




U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 300 )
-Washington, B.C. 20036-4505

- The Special Counsel ) .
August 18,‘2008

The President
The White House
Washington, D.C. 20500

Re:  OSC File No. DI-07-1725
Dear Mr. President:

I received disclosures from a whistleblo’wer‘er‘nployed at the Department of Veterans
Affairs (VA), New Mexico VA Healthcare System (the Hospital), Albuquerque, New Mexico.
- The whistleblower alleged that a research physician directed researchers to cross the U.S. border
~ into Mexico and Canada to obtain and smuggle blood products into the U.S. for use in research
at the Hospital. In addition, the whistleblower alleged that researchers also obtained blood
products for research from needles discarded in the blood draw lab.

I required the Honorable R. James Nicholson, then Secretary of Veterans Affairs, to
conduct an investigation into the whistleblower’s disclosures pursuant to. 5 U.S.C. § 1213(c) and
(d). The Secretary directed the VA Office of Inspector General (OIG) to investigate this matter.
On December 12, 2007, the Honorable Gordon H. Mansfield, Acting Secretary of Veterans
Affairs, forwarded to OSC a two-page report summarizing the OIG investigation and findings.
Upon follow-up with the VA Office of General Counsel (OGC) and OIG, OSC was advised that
a comprehensive, 18-page report detailing the investigation methodology, findings,
recommendations, and agency commentshad been published on the VA website. OSC obtained
a copy of the comprehensive report from the agency’s website.

As discussed in the attached Analysis of Disclosures, the agency investigation substantiated
the allegation that researchers transported blood samples obtained in two research protocols
across the Mexican border into the United States without the appropriate U.S. Customs
declarations and without the approval of the VA’s Institutional Review Board (IRB). The
investigation did not substantiate the allegation that researchers obtained and transported blood
samples to the U.S. from Canada. Further, the investigation did not substantiate the allegation
that researchers obtained blood specimens from discarded needles in the Hospital lab.

Upon OSC’s review of the published report, we requested additional information regarding
the status of the agency’s implementation of recommendations made by OIG, and whether the
agency had taken or intended to take any administ_rative or disciplinary action against the
research physician in charge of the two protocols. On June 3, 2008, OGC provided a
supplemental “status update” regarding the implementation of the recommendations. The



The Special Counsel

The Pre51dent
Page 2

supplemental report did not, however, provide any information in response to our inquiry -
regarding administrative or disciplinary action taken by the agency, and OGC has not responded
to further inquiry from OSC regarding this issue. The whistleblower did not provide comments
on the agency reports.' As required by law, 5 U. S C. § 1213(e)(3) [ am now transmitting the
reports to you.

[ have reviewed the original disclosures and the agency reports. Based on that review, I
have determined that the agency reports contain all of the information required by statute. In
addition, I have determined that the agency’s findings and its response to the allegations appear
to be reasonable, with the exception of disciplinary action, or the lack thereof, taken by the
agency. OSC was unable to ascertain whether the agency has, in fact, taken any disciplinary
action. In light of the serious nature of the agency’s findings of non-compliance with federal and

-agency-wide requitements and ethical standards for research activities involving human sub] ects,
we believe that disciplinary action is warranted in this case.

As required by 5 U.S.C. § 1213(e)(3), I have sent copies of the agency reports to the
Chairmen of the Senate and House Committees on Veterans’ Affairs. In light of the referral to
the U.S. Attorney’s Office noted in the two-page summary initially provided to OSC, we will not -
include the agency reports in OSC’s public file, in accordance with 5 U.S.C. § 1219(a).
Accordmgly, we have closed the matter.

Respectfully,

Scott J. Bloch

Enclosures

' The two- -page summary forwarded to OSC by the Acting Secretary 1ndlcated that the OIG findings were presented
to the U.S. Attorney’s Office for a decision on whether the acts were criminal and prosecutable. The U. S,
Attorney’s Office declined prosecution. When a case is referred for possible criminal investigation or prosecution,
OSC is not permitted to send the report to the whistleblower for comment. 5 U.S.C. § 1213(f). Thus, OSC did not
provide a copy of the two-page summary.to the whistleblower. 'However, the comprehensive report published by the
agency on its website and the supplement to that report do riot include any reference to potential criminal allegations
or referral to the U.S. Attorney’s Office. In light of the agency’s publication of the report, OSC ensured that the
whistleblower received a copy of the publlshed and supplemental reports and was prov1ded an opportumty to
comment. :
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THE SECRETARY OF VETERANS AFFAIRS
WASHINGTON

December 12, 2007

The Honorable Scott J. Bloch
Special Counsel

- U.S. Office of Special Counsel
1730 M Street, NW - Suite 300
Washington, DC 20036-4505

" Dear Mr. Bloch:

This is to advise you that the Department of Veterans Affairs’ Office of the
‘Inspector General has concluded its review of the Albuguerque, New Mexico, VA
Healthcare System, your file number OSC DI-07-1725. A copy of the findings is

~ enclosed for your convenience. ‘

Ifyo‘u have any questions regarding this matter,'please contact Mr, Ken
Greenberg, Executive Secretary to the Department,v at (202) 273-4869.

Sincerely yours,

/SJVQ‘A L

Gordon H. Ménsﬁeld
Acting

"Enclosure



Offlce of SpeCIal Counsel
Referral of Whistleblower Allegatlons
... OSC File #DI-07-1725
OIG MCI # 2007-03025 HI-0366

1 Summary of the mformatlon Wlth respect to which the investigation was
mltlated : ~

- The U. S. Office of Specnal Counsel (OSC) sent a Ietter to the Secretary of Veterans
Affairs on August 7, 2007, referring a complaint. The Secretary referred the matter
to the Office of Inspector General (OIG) on August 8, 2007. The allegations were
that a principal investigator (Pl) at the‘New Mexico. VA Health Care System (the
system) crossed the Mexican and Canadian borders to obtain biood samples for
research. The complainant further alleged that researchers obtained blood samples
from used needles from the system Iaboratorles The OIG conducted a review to
evaluate the complalnt :

2. A descr_lptlon of the conduct of the investigation.

The OIG’s Office of Investigations, along with the Office of Healthcare Inspections,
conducted an investigation which included an onsite visit from August 27-31, 2007.
- While onsite, OIG officials inspected 80 rooms.in three buildings housing research
- offices and laboratories, Iooking for refrigerators that-contained blood products.
: Investlgators photographed blood samples found in the PI's laboratory and obtained
" documents from the laboratory describing the type of testing performed. Nine
~individuals were interviewed mcludmg blood bank officials, phlebotomists, the
-Compliance Officer, the named PI, and other researchers working on the PI’s
protocols. Staff examined documentation pertaining to protocols involving the
named P! including Institutional Research Board (IRB) files, grant submissions, |
position descriptions for researchers involved in the PI's studies, and documents
pertaining to the PI's accounts at the affiliated nonprofit corporation. This included -
“all source documents for expenditures and travel vouchers. OIG staff reviewed
-audits performed by nonprofit corporation personnel on protocol consent forms and
“obtained lists of all subjects enrolled in the PI's protocols. These were compared
. with documents submitted to the IRB listing the number of subjects recruited for
each protocol involving the PI. Investigators conducted the inspection in accordance
with the Quality Standards for Inspectlons publlshed by the President’s Council on
Integrlty and EfflClency : :



: _3' A summary of any evidence Obtained from the in\restivgation

'Although a person may shrp a blologlcal product |nto the Unlted States for
investigational in vitro dlagnostrc use only (21 C.F.R. § 312.60), these specimens
‘must be declared to United States Customs officials and ceértain labeling is required.
Investigators substantiated that researchers transported blood samples obtained in
two protocols across the Mexican border into the United States without the
appropriate Customs Declarations and without IRB.approval. During interviews, OIG
staff was told that on one occasion, United States Customs officials questioned the
researchers about the containers of blo6éd samples.. Researchers were allowed to
cross into the United States, but subsequently received a telephone call from the
Food and Drug Administration (FDA) advising them to discontinue the practice.
 Information obtained from interviews varied as to whether this practice continued

after the phone call from the FDA. Investigators were told that at some point, -
‘researchers began using international kits for shipping the biood which were
accompanied by the appropriate Customs Declaration. The findings were presented
to the U.S. Attorney’s Office for a decision on whether the acts were criminal and
prosecutable, and the Assistant United States Attorney declined prosecution of the
“case. OIG investigators did not substantiate the allegation that researchers obtained

- blood samples from Canada and transported the specimens across the border.

- Investigators also did not substantiate that researchers obtarned blood spec1mens _
from used needles. o

4. A Ilstlng of any V|olat|on or apparent violation of any Iaw ruIe or regulatlon

We found evidence of violations. of (1) Veterans Health Administration (VHA) :
Handbook 1200.5 — Requirements for the Protection of Human Subjects in Research,
~+ (2) VHA Directive 2000-043 — Banklng of Human Research Subjects Specimens,
and (3)21 C.F.R.§ 312 60.

5. A description of any actlon taken or plan’ned as a result of the in\_restigation.'
VA OIG recommendations with respect to the allegations were that management:

. Suspend the two revrewed research protocols pendlng the |mp|ementat|on of
_corrective actions;
'« - Verify that subjects recruited for both protocols met criteria forthe studies, make
~ all verification documents available, and notify journals publishing any data from
either protocol of this finding; and
« Ensure all research protocols that conduct activities internationally have IRB and
Office of Research and Development approval, and comply with Federal
: 'regulatlons .

Veterans Health Admlnrstratlon officials concurred WIth the OolIG recommendatlons
and have taken action to |mplement them
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To Report Suspected Wrongdomg in VA Programs and Operatlons
S ’ Call the OIG Hotllne - (800) 488-8244 ‘ ‘




" Importation of Bloou Products for Research Purposes, NMVAHC s, Albuquerque, New Mexico

Ed

Executlve Summary

. ‘The VA Ofﬁce of Inspector General (OIG) rev1ewed allegat1ons that a pr1nc1palu'a. ._
: ‘1nvest1gator (PT) at the New Mexico VA Health Care System (the system) crossed the .
Mexican and Canadian borders to obtain blood samples for research. Add1t1onally, the

complainant alleged that researchers obtained blood samples from: used needles The =

- OIG conducted a review to determ1ne the valldlty of the allegat1ons

: We substantlated that researchers transported blood samples obta1ned in two protocols

. across the Mexican border into the United States without the appropriate Customs -

: ,,“Declarat1ons and: without Institutional Review  Board (IRB) approval. . We did not . I
' substantiate the allegatlon that researchers obtained blood samples from Canada and

. transported the specimens across the border. We also d1d not substant1ate that researchers R
...obtained blood spec1mens from used needles ' ’ A

' Dur1ng the review, we 1dent1ﬁed several compliance issues in both protocols. The

. concerns cons1sted of the use of an unlicensed physician to conduct certain diagnostic -

interviews' and to draw blood without disclosing this to the IRB; 1rregular1t1es in the

s ~de-identification of the informed consent documents; unava1labll1ty of medical recordsf_’\ B

- for some subjects to support pre- existing d1agnoses qualifying the subjetts for the study;

& failure to obtain approval from either the IRB or the Office of Research and Development

(ORD) for conducting research act1v1t1es 1ntemat1onally, and the use of a t1ssue bank not - |
" »approved by the VA. : '

o Therefore we. recommended that management suspend the two protocols pendmg the
~~ implementation of cotrective actions-which included Verlfymg that subjects recruited for.
- both protocols met criteria for the studies, making all verification documents available to

2 the OIG, and notifying the journals publishing any data from e1ther ‘protocol of 'this

- - finding; and auditing all active protocols of the named PI to ensure compl1ance w1th”‘.:'

SBY vhuman subjects protect1ons pohc1es and regulatlons

We also recommended that’ management ensure all unl1censed phys1c1ans engaged in
~research activities have a scope of practice and are in compllance ‘ensure. research’

o protocols that conduct activities internationally have appropriate IRB and ORD approval,
- and ‘comply. with Federal regulations; comply with Veterans -Health Administration . .-

" Handbook 1200:1, The Research and Development Committee Handbook; and comply

. with Medical ‘Center Memorandum 151-9 .in . establlshmg a research aud1t plan
) “j_conductmg regular audlts and reportmg ﬁnd1ngs SR : - s

 VAOffice of Inspector General ~ o e



: TO L D1rector Veterans Integrated Servrce Network (IONIS)

DEPARTMENT OF VETERANS AFFAIRS
Office of Inspector General
Washington, DC 20420

. SUBJ ECT Healthcare Inspectlon Importatron of Blood Products for Research

E ﬁ:Purpose

L "Purposes New Mex1co VA Health Care System Albuquerque New S
: '}_":_'Mex1co L L RO e

- The VA Office of Inspector General (OIG) rece1ved an- anonymous complamt w1thf"i“f.'i‘;f‘;i.,: L
" allegat1ons that a principal investigator (PI) at the New Mexico VA Health Care System
(the system) crossed the Mexican and Canadian borders to- obta1n blood samples for;_’;:'-*

- research. The complainant further alleged that researchers obtained blood samples from " =

e complalnt

f-vused needles from: the system laboratorles The OIG conducted a rev1ew to evaluate thej : =

'ffBackground

b‘ The system 1s a Level l tert1ary referral center located in Albuquerque -NM, whi h is -

authorlzed to operate 310 -beds. It is one of seven medlcal centers located in \Veterans;f_
”'l"’Integrated Service Network (VISN) 18. “The system maintains ‘an- active research: - '

. program involving human subjects, which conducts both blomedlcal researc'_ and ‘soci

- science research. - Research studies follow specific: plans for- 1mplementatlon known as
e fprotocols l1omed1cal protocols focus on medical drugs or devices; health: prevent n'orv :
- promotion, therapeut1c interventions, Phase I oncology tr1als and bench research ‘
science- research is more descr1pt1ve frequently ut111zmg questlonnalres and interx
-~ Each protocol may involve multlple researchers (known as. 1nvest1gators) but each must

" have one PI who maintains ultimate responsibility for the protection of human subjects - s

:’.\ft-,enrolled in the protocol In research protocols conducted at more than one 51te each 51te:'f;__;;. o
must haveaPI B EEERE TR S R N - f R '; _- e b

‘?'\,‘Research protocols conducted at VA medlcal centérs of by VA 1nvest1gators must be [

approved by both an Institutional ‘Review Board (IRB) and by the Research and.{'ff
' *.'.;'”Development (R&D) Commlttee In mult1 center trlals the IRB and R&D Commlttee ato




~ Importation of Blood Products for Research Pu'rposes", NMVAHCS, Albuquerque, New Mexico .‘

- each 1nvolved site must separately approve the protocol In this case, the system ut111zes e

the affiliate IRB at the University of New Mex1co and in accordance w1th VA pol1cy, |

ma1nta1ns 1ts own R&D Comm1ttee

= Spec1al protect1ons are in place for research 1nvolv1ng the bank1ng or collect1on of human S
- research subjects’ specimens, including genetic studies. Veterans Health Administration

(VHA) Directive - 2000-043, Banklng of Human Research Subjects’- Speczmens -
November 6, 2000, states: “It is imperative that human research subjects donating the .
~ specimens receive the highest level of protection possible and that any questions orany -~~~

vlegal or ethical ambiguities always be resolved in favor of the human research subJect P

P Th1s directive also requires that any projects collecting or stor1ng human b1olog1cal t1ssue S S
L spec1mens ut1l1ze VA- sponsored t1ssue banks AR : : '

'Further wh1le a person ‘may sh1p a b1olog1cal product for 1nvest1gat1onal m vztro

7 "~d1agnost1c use only (21 C.F.R. 312.60) into the United States, these specimens must be - S

| ideclared to customs officials and. certain labeling s requ1red ‘Human body fluid
- specimens. of 7 to 15 milliliters require labeling with an appropriate descr1pt1ve name of

- the product, a statement of intended use; and a statement that the specimen is negative for

S jhuman 1mmunodeﬁc1ency or Hepat1t1s B or that it was: not tested for these d1seases by a o
N Food and Drug Adm1n1strat1on (FDA) approved test : S

B The OIG rece1ved an anonymous compla1nt that alleged that a Pl d1rected researchers at.
..~ the system to cross the border into Mexico to obtain blood and transport the blood back} -
- across the border. The complarnant further alleged that researchers went to the: laboratory'_ :

' at the system to obtain used needles conta1n1ng small blood samples and used these

e samples in research

o "_";Methodology

To 1nvest1gate the allegatrons we conducted a s1te v1s1t from August 27—31 2007 at the
. system.. While onsite, we inspected 80 rooms in three bu1ld1ngs housing research offices -
= and laboratories, looking for refrigerators - that ' contained blood “products.. We

photographed blood samples found in the PI’s laboratory and obtained documents from

pE “the laboratory describing the type of testing performed. . Nine individuals were =

“interviewed, including blood bank officials, phlebotomists; the Complrance Ofﬁcer the": 3

S named Pl and other researchers workmg on the PI’s protocols

it “':We exammed documentat1on pertammg to protocols 1nvolv1ng the named Pl 1nclud1ng e

EhS IRB files, grant submissions, position descriptions. for researchers involved in the PI’s . " ;
~studies, ‘and documents perta1n1ng to the PI’s accounts at the afﬁhated nonprofit . :
" corporation. - This' included all source documents, for expenditures and travel vouchers. -

1 In yitro, is Latin for “in glass meaning in-an artificial environment stich as a test tube; the opposite of in vivo, ..
L meanmg msrdethebody T TR ERN T Sl T e
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: "We rev1ewed audits performed by nonproﬁt corporatron personnel on protocol consent ‘
-."forms and -obtained lists of all subjects enrolled 'in the PI's protocols. These were

S S compared with documents’ submltted to'the IRB 11st1ng the number of subjects recru1ted o
(o for each protocol 1nvolv1ng the PI o ‘

O We conducted the 1nspectron in accordance with the Qualzty Standards for ]nspectzons

S : publ1shed by the Pres1dent S Counc1l on Integr1ty and Efﬁc1ency

B 'Results

e 8 :'appeared to or1g1nate from Mex1co

:We substant1ated that blood: samples obta1ned in’ two protocols (hereafter Protocol land

| -+ Protocol:: 2) were “transported ‘across. the border into the United States from ‘Mexico.

- However, we did not find that commercial blood products were imported for research
”‘f-purposes Our inspection of 80 laboratories and offices revealed 35 refrigerators in- -

- research areas or offices. Two refrigerators contained blood products One laboratory . =

- refrigerator conta1ned tools for blood analysis, and one refrigerator: conta1ned five bags of .~
. plasma for a documented research study. The plasma did not originate from Mexico, nor

- did our inspection disclose the existence of any other commerc1al blood products whrch-

e Addrtlonally, the complamant alleged that researchers obta1ned blood products and o

- samples from Canada, which were. transported across the border for use in research, We - el
" could not substantiate. this allegation. ~Expense" vouchers submitted to the nonproﬁt_._
»orgamzatlon did not reveal trips to a Canadian location: for research related purposes No -

supplies for obta1n1ng blood samples were purchased, and no rece1pts for 1nternatronal z

ke transportat1on of specimens- or supplies.from Canada were: declared in. expense reports

W .‘.t1ssue bank not approved by VA for use in these partlcular protocols

o :j::f_'f_karotocol I ’

- - reviewed’ by investigators.” The ‘complainant provided us with no documentation 1n
. support of this-allegation. No one we interviewed admitted to- travellng to. or. cond icti
B research 1n Canada Therefore we d1d not substantlate th1s allegat1on

o _However we did ﬁnd 1rregular1t1es in the recrultment process ver1f1cat1on of 1nclu51on Sl

- criteria, informed consent de- 1dent1f1cat10n and. the _eredentialing and pr1v1legmg of"f .

“research personnel mvolved in the two protocols reviewed. F inally, we note that both -

o protocols involved the bankmg of tissue specimens. from human subJects at an offs1te-/_.

Protocol l mvolved the recru1tment of Latmo fam111es for purposes of 1dent1fy1ng genet1c AR

" tendencies fowards a certain illness. The study was Federally funded, with the system -~ e
" ‘acting as a subcontractor to a des1gnated non-VA site.. As a multi-center trial, the study <

involved three other cities in the United States and two research centers in Mexico. The - . L
a.}'protocol required each human subJect enrolled to-give a- ‘blood. sample and a l1censed dt 5

= phys1c1an to conduct certam d1agnost1c 1nterv1ews of the subjects All of these act1v1t1es . P -

VA Office of Inspector General T e T SR
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W uld be conducted over a 2 to 3 day perlod The samples would then be stored in‘a’
ssue: bank and used by other researchers to- study certam disorders. VHA S~ Ofﬁce of_;._;
;Research and Development (ORD) had’ not approved the 1mportatron of blood specrmens
er countrres for erther protocol : ' B,

The protocol 1n no way referenced Veterans nor d1d it d1sclose system researc ers would_;;;
'cﬁon‘du any research activities - outsrde the Unite ’tates “VHA: Handbook 1200.5,.
equirements for the Protection of Human Sub]ects ‘ esearch permits non—veterans?
be enrolled in VA- approved research studies only When there are insufficient veterans to
“complete the study While th1s protocol was. des1gned to 1nclude famrly members; Wthh__
would necessarrly 1nclude non-veterans famrlres Vwrthout any veteran members were also

he PI submrtted an applrcatron to the IRB for full_,/ iew of Protocol l o November 26 i
2003.  This- applrcat1on stated - that researchers ‘would recruit- subJects through cl1n1calf:
referral advertlsement and med1cal record rev1ew _”t’further indicated: that “[a]ctrvrtlesf}
~vassoc1ated with our portion of th1s study’ will be conducted at the Albuquerque VA Itis..
i possible that some interviews and blood draws: ‘may’ have to. be._lconducted at patren
. homes if. they are unable to travel to Albuquerque SubJects would be pard a total of -
8125 for two mterv1ews and a blood draw, The apphcatron to: the R&D Commrttee at thej—*_'.f

; stated that a spec1al1st phy51c1an Would perform the 1nterv1ews The IRB o

CIn revrewmg the:
Eleven of the consent’ .
On at least n1ne occasrons 1nterv1ew summary documents ?

Pls frles we found 46 consent forrns and data on 50 1nd1v1duals
,forms had the same date

: : : \ as a Certlfled Laboratory
"v"would draw blood for the study That 1nd1v1dual d1d nf - acco

VA Office ,o"f“lhispectorj véleneral‘ sk o
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- V:.fdrsease would be recrurted We found no ev1dence m the PI s ﬁles that documented a
previous d1agnos1s of any d1sease state. for the enrolled individuals. - ‘Because ,m'edrcalf; S
' records were unavailable for these patients, we do not know how the PI determmed that 0
Sk ;,}these 1nd1v1duals had any med1cal d1agnos1s pr1or to enrollment in the study, ; nor were we :
S ["able to’ 1ndependently ver1fy that the subJects recru1ted met 1nclus1on and exclus1on‘f

=*‘-cr1ter1a e . Lo EEA R : ST e , :

‘”‘,“'!Research notes support that blood samples were obtamed at the t1me of the subJect_’.;jv
 interviews. Through our interviews: with research personnel ‘we “established that,on . .
‘}'several occasrons the blood was transported back mto the United: States by placmg itin a 2 S
_,veh1cle that was then driven across the border. Research personnel told us they did not
ngeclare the blood" samples to Unlted States Customs ofﬁcrals ‘Documents ‘submitted o
- the IRB for this study did not. d1sclose that blood specrmens ‘would be transported from N

f['-Mexrco into the United States by 1nvest1gators under the authorrty of the system IRB. .~ :
. The IRB submrssrons we rev1ewed d1d not reference 1ntemat10nal subJect recrurtment by;? :
j»system researchers P s : RO

':»,__'genetlc analy51s “The only d1fference was “that it focused ona’ d1fferent d1sorder The{ e
“IRB. 1n1t1ally approved recruitment. of subjects through clinical. referral, ‘advertisement, e
- and medical record review. Also ‘we were told that. subjects were: recru1ted by obta1n1ng‘”;}.'.«.
L .1dent1fy1ng 1nformat10n from an - organ1zat10n prov1d1ng services for patlents with-a 7

;lj}specrﬁc drsorder We' found documentatron that an: employee of 'the an advocacy';.,
organization “for that d1sorder received . payments of around $600 per* ~month - for
"‘d1scuss1ng desrgn, rlsks and potent1al benefits with area clergymen med1cal staff and :
" health care workers.” Each famrly member’ part1c1pat1ng in the study would- receive a”_f‘
“total ‘of $125 The per capita income. of Mex1co s $7,870; in the Un1ted States 1t s
826, 036 A payment of $125 [in dollars] in’ Mex1co is equ1valent to’ roughly $4l3 in thef,_ o
Unlted States as'a percentage of per cap1ta income. ' VHA ‘Handbook 1200. 5 requ1res«
prospectlve 1nvest1gators in their proposal to. substantrate that subJect payments are fa1rff
i and approprlate and that they do not constitute (or appear to const1tute) undue pressure-v
- or mﬂuence on the perspect1ve research subJects ', s SR e

On Ap g l?20 2007 the Pl submrtted a progress report to the IRB whrch stated that they-
_\grecrurted subJects through oral presentations at various’ advocacy and health 1nst1tut10ns i
- There 'was no refererce te individuals being recru1ted through their clergy. ‘The progress
;‘:report d1sclosed that 54 subJects had been recru1ted for the study “Under the number of
"f‘subjects recru1ted at local sites excludlng the system but under the author1ty of the:
. institution’s IRB, the PI entered not applrcable We were g1ven no. documents suggestmg -
~ that' the IRB knew of or approved the_ recrultment of subJects from Mex1co by" K

1nvest1gators under thelr authorlty 1‘- 3 LEL . : : .

VAOfﬁceof inspector General " e
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We requested all. mformed consent documents s1gned by the subJects for th1s protocol

o fThe study coordinator informed us that the pnnc1pal site of the research requlred that

. _coples of the informed consent documents be sent to them; the. coordinator also said the
site requested that the informed consent documents be de-identified. We examined 37 1

_consent forms in detail, noting that 15 had the names obliterated to- the point that
’ 51dent1fy1ng 1nformat1on could not be d1scemed from the consent form Only one of the o

consent forms recorded the subject ID number on 1t the others were located with

. "documents that recorded subject ID numbers The remaining 22 consent forms did have

- ,'1dent1fy1ng information on them. - The PI informed the IRB that researchers at other sites

- would not have access to personal identifiers of the subjects. Spec1ﬁcally, he stated that

the “identifiers will be kept at the VA and will never be sent to . .. [the primary research
site].” No one we interviewed could explain why some consent forms were de-identified
~-and others were not.. However, we were 1nformed that cop1es of all consent forms had' B
) been sent to the pr1mary 51te for the study ‘ : : e

. IRB documents subm1tted by the- PI for Protocol 2 stated that 1nterv1ews could be“‘f“ .
- conducted at subJect s homes if they were unable to travel to the system On January 14,

2007, one researcher listed Juarez, Mexico, as a destination with use of a Govemment_'
vehicle. The researcher also submitted a travel voucher including a hotel stay in"Juarez,

~Mexico, as recently as Apr1l 14, 2007. On May 19, 2007, and June 3, 2007 a researcher

S ‘rented a car and obtained approval to take the car into Mexico.  These expenses were

" submitted for reimbursement as part of two separate trips for the purposes ofi interviewing . o
e subJects for Protocol 2. During the trip on May 19, 2007, the researcher subm1tted a

o re1mbursement request for suppl1es for obta1n1ng blood samples

‘ We 1nterv1ewed the 1nd1v1dual submitting this travel Voucher He adm1tted that he and":.

S “two other researchers 1nvolved in the protocol would go into Juarez to interview subJects . _
+ at their homes ‘He est1mated that a total of 20 such samples were obtained on different

occasions. . We received conflicting - interview test1mony from other ' individuals
;'concernmg the number of times this occurred ‘There was no dispute, however, that blood :
was collected in Mexico and subsequently transported in the researchers’ Veh1cle across

B ”ithe border into El Paso. From El Paso, the blood samples were shipped to the. 1nst1tutlon B

 testing and bankmg the Spec1mens Th1s tissue bank was not approved by VA for use in S
.- this protocol - SR : : : SR

j'vDurmg 1nterv1ews we were told that on one occasion, Umted States Customs OfﬁClalS

S quest1oned the researchers about the containers of blood samples ‘They were allowedto - .

i - cross into the’ Umted States but subsequently rece1ved a telephone call from the FDA -

, ;-:fl\:adv1s1ng them to d1scont1nue the practice. - Informatlon obtained from 1nterv1ews var1edf . _3
-~ - as to whether thls practlce continued after the phone call from the FDA KWe were- told o0
. that at some- po1nt researchers began using: 1nternat1onal kits for sh1pp1ng the blood these . =

O kits Were. accompan1ed by an appropriate customs declaration. Documents subm1tted to:

| ~’»gthe IRB did not d1sclose research act1v1t1es would be conducted outs1de the Umted States




o substant1ate this allegatron e T T R

o i posmon s time to the RCO role.

e ;Steermg Comm1ttee

,f.lmportation of Bl’ood;P’roducts for Research Purposesi'NMVAHCS/; -Albuquerque;’ N‘ew‘M_exico- e

_.Q'Fmally, the complamant also alleged that researchers obtamed used laboratory supphesf'\v : '
“and blood samples from the. system S laboratory after hours for use in research, ‘We did .

: f_not substant1ate this allegat1on - Expense. vouchers - submitted to  the nonproﬁt*»

L ‘organization revealed researchers purchased supphes for obtaining blood samples and

traveled to the subject location to obtain those samples “The: complamant provided us

with no documentatlon in support of this allegation. No one we interviewed admitted to -~ .

",utlllzmg any used laboratory mater1als for research purposes We therefore did not

"'5'”?_4-5Add|t|ona| DefIC|enC|es Ident|f|ed |n 'the Compllance Program

" "’-V"Because of the deficiencies identified in th1s report we chose o examine the system s

» ! comphance program to determine whether the: system identified problems prior to our site E

U ~visit. Under system. pol1cy, the Research Compllance Ofﬁcer (RCO)is a ‘member of the G
 R&D Commrttee and is responsible- for developmg and contmually reviewing pol1c1es

and procedures for the Human' Research Protect1on Program to ensure- complrance with
~ current regulations. The RCO. works in a dual capac1ty which allows two-thirds of the -~

'~ position’s time to. the compliance and busmess 1ntegr1ty ofﬁcer role and one th1rd of thej' s

L _System polrcles state that aud1ts of med1ca1 records researc protocols consent forms;;_;vv‘
B ;“and like- documents will:be conducted by the Research Servrce to. evaluate the facrl1ty S i

: complrance with National Committee for Quality Assurance Accred1tat1on standards, in- e

iaddltron to.all. appllcable Federal rules and regulations. The RCO, in conJunct1on with NI o
" the Research Service must develop an ‘audit plan and schedule The pol1cy further states -

' "_that per10d1c complrance audits will. be conducted to ensure adherence’ to” Research

;‘Complrance Program- requlrements and to. ass1st in the reduct1on of 1dent1ﬁed problem' _: o
. areas: Audrt and momtormg results would be submrtted to the system Comphance R

._ | Desplte th1s pollcy, we ﬁnd that a dedlcated RCO for Research Serv1ces d1d not ex1st at .
-+ the time of our review." Without this position, the system could not ensure that research - o
._conducted met compllance standards. The system Compl1ance Ofﬁcer had not- audrted,_a_ L

~any. _protocols durmg an 8- -month tenure and did not believe: that such’ aud1ts ‘were a S
. responsibility of"the . current position or of ‘the - predecessor Further, “the . systemf{g&’_-’__f,,_‘r T
s ﬁMomtormg & Aud1t1ng Plan for fiscal year: 2007 d1d not include a plan for the Research,,‘_ TS

. Service. . Without.-an “annual plan_for - momtormg and aud1t1ng, Research Serv1ce;;_ Ll
L ".’-comphance w1th regulatlons cannot be assured e ’ :

g The nonproﬁt agency pays for a posrt1on (class1ﬁed as w1thout compensat1on on VA ST

y 7 ]rolls) in Research ‘Service that is ut1llzed to . conduct aud1ts of research- protocols
. However, a review of all audits conducted in calendar year 2006——2007 revealed only one;:-;x

quarterly aud1t of two consent forms w1thout deﬁc1en01es for Protocol 2 and none for_”’,n

VA vafi‘c_e ofblnsp‘eotor‘Gen'eralk' '. .




j

" Importation of Blooa Products for Research Purposés;_NMVA'HCS,"AIbuquerqué,_ New Mexico _

_ 'Protocol 1 Protocol 2 contalned 54 subJects We found no ev1dence that any other
- aspects of the study were reviewed. Based on the limitations of the audit for this
_protocol, investigators cannot be assured that quarterly audits conducted in Research |
L Serv1ce accurately reﬂect a state of compllance W1th VHA and Federal regulatlons g '

: Ui.ConcIuswns and Recommendatlons

Whlle not substant1at1ng that researchers used blood speclmens obtalned 1mproper1y from 4
 used needles for research purposes, we did find that researchers at the system transported
- blood specimens across the border between the United States and Mexico without the
L approprlate Customs Declaratlons and. without IRB approval. - We further identified -
* - numerous compliance issues in the two protocols reviewed, including the use of an -
:.- unlicensed physician to conduct certain d1agnost1c interviews and to draw blood without -
v disclosing this to the IRB; 1rregu1ar1t1es in the de-identification of the informed consent .~
- documents; unavailability of medical records for some subjects to support pre-existing
e . dlagnoses qualifying the subjects for the study, and failure to obtain approval from either
e 4-,,,rthe IRB orthe ORD for conductlng research activities 1nternatlonally F 1na11y, the use of
| ola tissue bank not approved by the VA for this protocol did not comport with- VHA =~ )
S pohcles and procedures.  Weaknesses 1dent1ﬁed in the compliance program prevented the e
R .*system from 1dent1fy1ng many of these issues: prlor to our review. - ~ :

e In add1tlon to v1olat10ns of regulat1ons pol1c1es and procedures we further found_”‘ e
' f“payments ‘made to subjects in Juarez and the use of clergy to assist in recruitment of -
" subjects raised significant ethical questlons in the conduct of these two protocols.’ ‘The

- IRB had approved a sum of money for subject’ participation on the understanding that - =
- " system researchers were conducting their activities, including subject recruitment, within

. the United States. The IRB had not determined whether $125, equ1va1ent to $413 in. the . ..
o ,Unlted States as a percentage of per caplta income; might be viewed as a coercive sum of O

" money in Juarez, Mexico. Further, given the special influence clergy may have over .
o par1sh1oners and the fact that this partlcular recruitment method was not d1sclosed to. the "

’ ’IRB We bel1eve that the eth1cs of such an arrangement may be questlonable e

s b..::We therefore made the followmg recommendat1ons

: »»V‘}'Recommendatlon 1. The VISN Dlrector will requlre the System D1rector to
o ’-‘__'suspend both Protocol I and Protocol 2 pendlng the 1mplementat1on of recommendatrons PR
02 and 5in thls report S S S R - e

Q:L'Recommendatlon 2 : The VISN Dlrector W1ll requ1re the System D1rector to verlfy S
' that subjects recrulted for both protocols identified in this report met the inclusion and =~

" exclusion criteria-for the studies and will make all documents used-for this verification R

e v -'avallable to the OIG upon request. - If documentatlon is not available to verify inclusion:
T ‘or exclusmn cr1ter1a for thls study, the System D1rector w111 1dent1fy all’ pubhcatlons T
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; "‘;resultlng from e1ther of these protocols and notlfy the Journals pubhshlng any data from =
. either of these protocols of this ﬁndmg : : X

= ’_.Recommendatlon 3 The VISN D1rector w1ll requlre the System Drrector to ensure- v

~that all unlicensed. physicians engaged in research. activities at the system have an = = .
S approprlate scope of pract1ce and comply w1th that scope of pract1ce in the conduct of el
-research act1V1t1es 2 ' S » R P el

vRecommendatron 4 The VISN D1rector w1ll requ1re the System D1rector to ensure; "

o/ that all' research protocols at the system that conduct any research activites = -

e :f‘--,:mternat1onally have appropr1ate IRB and ORD approval and comply w1th appl1cable SO
' 'Federal regulatlons | | | ) e

',"i;i jRecommendatron 5. The VISN D1rector will requ1re the System Dlrector to aud1t7_:;_ L
-~ all active protocols of the named PI to. ensure compllance w1th appllcable human’
LT subJects protectlons pollc1es and regulatlons -

Recommendatlon 6. - The VISN D1rector w1ll ensure that the System D1rector _
< -“requires. that’ research quallty assurance comply w1th VHA Handbook 12001 The (IR
B Research and Development Committee Handbook | o S S

7 '*,Recommendatlon7 The VISN Dlrector w1ll requ1re the System D1rector to"_iv;._:'
e '_comply with Medical Center Memorandum’ 151 -9 in establishing a research aud1t plan S
e conductlng regular aud1ts and reportmg ﬁndmgs as requ1red by the: pollcy -

L V-Com ments

The VISN and System D1rectors agreed w1th the ﬁndrngs and recommendatlons and R
Ry generally provided acceptable 1mprovement plans (See Appendlxes A and B, pages
S 11-18, for the full text of comments.) ‘With regard to Recommendation 7, while they did =
" 'not provide a research audit plan, along with a timeline for conducting regular audits and P
R ‘reporting ﬁndlngs as requlred by local pollcy, we w1ll follow up on all planned actlons R
B '*:‘f:z_f_untll they are completed | S R : ’

(orlg/nal s:gned by )
JOHN D: DAIGH JR M D
i Assrstant Inspector General for

| VAOfﬂce of'ln‘speotor General . - S B f:‘,:‘c_, Ll oy 9

Healthcare Inspectlons s Tl ey
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VISN Dlrector Comments

Department of

~Veterans Affalrs § o Memorandum E

R Défé’;- _October15 2007

,‘ From VISN D1rector (10N18)

: "Jiiﬁ”Subject Rev1ew of Research Actlvmes, New Mexnco VA Health . R
| i }(‘.“Car € System, Albuquerque, New Mexnco : ST

To ’5 _‘;‘Dlrector Dallas Healthcare Inspectlons D1V1s1on (54DA)

."i{.i.“,ThI‘u D1rector Management Rev1ew Ofﬁce (10B5)

1 concur w1th the ﬁndmgs from the OIG review of research act1v1t1esj : S Bt
. and with the actions plans developed by the New Mexico VAHCS. s

= ;Ifyouhave any questlons please contact my Execut1ve A551stant

Joan Funckes at 602 222 2692 :

.},:Patr1c1aA McKlem




.. Importation of Blood Products for Reéearch Purposes, NMVAHCs, )Albu_querq'ue, N’ew Mexico

VISN Dlrector s Comments
to Offlce of Inspector General S Report

" The following VISN Director’s comments are submitted in -
response to the’ recommendatlons 1n ‘the Ofﬁce of Inspector“

- General S report

'OIG Recommendations ;

" Recommendation1. The VISN ‘Director will require

“the System Diréctor to suspend both Protocol 1 and Protocol

2 pending the 1mplementatlon of recommendatlons 2 and 5 in

‘th1s report
"Concur A Target Completlon Date Completed
v.‘.l,RecommendatlonZ ‘The VISN Dlrector w1ll require . S

| “+i:the System Director to Verlfy that subjects recruited for both -

protocols identified in -this report met the inclusion and

. exclusmn criteria for the studies and will make all documents R
' ~used for this verification available to the OIG upon request,
o I documentatlon is not ‘available to verify inclusion or
- exclusion criteria for this study, the System .Director will =

B ,',vldent1fy all publications resultlng from either of these
':.protocols and notify the ‘journals publishing any data from P

: e1ther of these protocols of th1s ﬁndmg

Concur L Target Completlon Date 11/30/2007

7Recommendat10n3 "The VISN Dlrector w1ll requlre e I
-"the System Director to ensure that all” unhcensed physwlans S
engaged in research act1v1t1es at the system have an .

" appropriate scope of practice and’ comply with that scope of , ‘ :

" practice in the conduct of research act1v1t1es

'_"fConc_uﬂr: = Target Completlon Date Completed

' ’"',VA"O:fvﬁcev,of‘Inspector General . * -

e
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'Recommendation 4. The VISN D1rector will require
the System Director to ensure that all research protocols at the -~
. system that conduct any research’ activities internationally =
~have appropriate IRB and ORD approval and comply w1th”'
e _"'»apphcable Federal regulatlons B :

Concur ' ,- Target Completlon Date Completed

2 -~Recommendatlon 5 ~ The VISN D1rector will requrre' |
the System Director to audit all active protocols of the named
- PI to ensure comphance with apphcable human subjects R
’protectlons pohcles and regulatlons S

Concur SR Target Completlon Date 2/15/2008

'Recommendat10n6 ~ The VISN D1rector W111 ensuire

... that -the System - Director - requires that research quahty :
‘Hiassurance comply with “VHA - Handbook 1200.1,  The
= ;Research and Development Commzttee Handbook IR

"Concur . Target Completlon Date 1/31/2008
.,"Reco'mn.leridatldn 7. The -VISN Dlrector will requlre '
. the System Director to- comply - with Medical Center v
Memorandum' 151-9 in establishing a research audit plan,
. conducting regular audlts ‘and’ reportmg ﬁndlngs as requlred_ S
' bythe pohcy L ‘
Concur “ - _TargetiCo'rripletion";])ate:' 1/31/2()08 '

' .VAOfficeofinspector General oo
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| » e Appendlx B o
System Dlrector Comments |

o V.e.tera’ns Af.fairs' . Memorandum

" Date: 'Octoberll 2007 e
_ From ’D1rector New Mex1co VA Health Care System (501/00)

‘v'S“'l)‘jf¢¢t Rev1ew of Research Act1v1t1es, New Mexnco VA Health_':'-;’_',_
S -»Care System, Albuquerque, New Mex1co _

', I concur w1th the ﬁndmgs from the OIG research act1v1t1es_. = =
, rev1ew Attached “are responses w1th actlon plans as”" (RO
‘-.--'~{""..[appropr1ate for each recommendat1on SR s

VA Ofﬁce of lnspeotor ‘Ge'n'eral




_ Importation of Blood Products for-Research Purpo's,e_s,' NM‘VAHCS, Albuquerque,l'f'\'l_éw Mexico :

| Syst_ern,Diréctor’s Comments
~ to Office of Inspector General’s Report

The folloWing System Director’s comments are submitted in
- iresponse to the recommendations in the Ofﬁce of Inspector, RN
‘General’s report 8

" fi OIG Recommendatlons

e Recommendatlon 1. The VISN D1rector Wlll require e
" the System Director to suspend both Protocol 1 and Protocol ~ ~
_— ',2 pending the 1mplementat10n of recommendatlons 2 and 5in ..
. this report : . ,

| ?"]'_Concur ', L Target Completlon Date Completed

R Protocol 2 has been suspended by the IRB (Human Research e
‘.. Protection Committee- -HRRC). After an extensive audit of .~
. Protocol 2, the IRB w1thdrew approval for Protocol 2 and
. required that all research activities for this study cease on
September 18, 2007. 'In a letter to the investigator dated -
. September 19, 2007 - “Notification of Termination of HRRC =~ -
~ . Approval” referring to Protocol 2, the IRB determined that ..~
_ . the violations discovered during the IRB audit of Protocol 2 e
met the definition” of contlnulng non-comphance and were. . '}-;5 R
"_therefore to be reported to the Office of Human Research = -
Protectlons (OHRP) and the sponsor NIH (which has already -~ .~ |
" occurred). The IRB also determined that, due to multiple :
- violations and the 1nab1hty to d1st1ngu1sh which subjects may ;
" have been recruited inappropriately, all data collected by the =~
VA Albuquerque site, 1nclud1ng blood specimens sent to the - SR
S ’-‘NIH repository, could not be used and were to be destroyed R
.- immediately, Verification that this has occurred is pendlng e
R w1th1n 60 days of the termmatron letter : P |

. i.’.YVA Ofﬁce‘of l‘n,spectcr'Gehe'ral _ o SR fE : .': e R V- : REPTRN:
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e Protocol 1 was. closed December 8, 2005 w1th no act1v1ty on. .o
‘this study after this date. - An-IRBaudit of this study was -~ .
- recently completed and will be’ ‘presented to the same IRB S
~ subcommittee: which reviewed the -audit and ‘made’ the-'_g R N
© recommendations for termination of Protocol 2. Th1s erl‘f f

‘occur on October 16, 2007

L Recommendatlon 2 The '.VISN D1rector w1ll requlre_ e
- the System Director to Ver1fy that subjects recruited for both -~~~ F
- protocols . identified in this report-met the inclusion and " -
- exclusion criteria for the studies and will make all documents__"\’ :

- used for this Verlﬁcatlon available to the OIG upon request.”

- If documentation is not - available: to - verify mclusron or .
exclusion -criteria for this study, the System Director will -
- identify - all publications resulting - from - either of - these "~

. protocols’ and notify the journals publ1sh1ng any data from N

S either of these protocols of this ﬁndrng e
_b"Concur : ‘_ R Target Completlon Date ll/30/2007

BO _»'The IRB audlt of Protocol 2 could not clearly 1dent1fy‘, e S
' - whether inclusion or exclus1on criteria - were met for all . oo
C subjects.  This was one reason why the IRB termrnated”f“‘ S

_ “Protocol - 2 and has requested that ‘all "data and- blood =~ .
.+ “specimens be destroyed 1mmed1ately along w1th not1ﬁcat1on,
. of the: OHRP and the NIH.  An extensive IRB audit.of =~} .
"=~ Protocol 1 has already been completed and will be' presented. "
.+~ to the IRB on October 16, 2007. - Similar concerns regarding . . .o
“ . inclusion and exclusion- cr1ter1a for subjects in Protocol 1 = - . ko
.~ exist. Speaking to the PL and performmg a Medline searchg.j PR
e ~_has’ not. identified any published reports from these’ stud1es to
. date.. As mentioned, the IRB has requested that all-data and S
SR blood samples from Protocol 2 be destroyed This study is° -
i ~ongoing so it is likely that the research data from our site can -
o be removed prior to pubhcatron of results from the larger =~ . Qoo
7~ study. - The NMVAHCS research office in conjunction with =+ . -} .
. the IRB will request assistance from the NIH identifying any . .
- pending publrcatrons which. may 1nclude data from Protocols. -, . o
-1 and 2 acqu1red from our site. “If such publications are * - - A ek
N 1dent1ﬁed the - NMVAHCS research ofﬁce in conjunctlon’}; e
" with the IRB. wrll notlfy the approprrate Joumals of the_f S R

8 ﬁndrngs

o VA Ofﬂc‘evofv Inspector General <

‘. 1 5’
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Recommendation 3. * ~ The VISN Drrector erl require 00
 the System Director to ensure that all unl1censed physicians .. L
engaged in - research activities ‘at the system have an =’ : BRI
appropriate scope of practice and comply with that scope of

pract1ce 1n the conduct of research act1v1t1es

v','Concur Target Completlon Date Completed

| There are currently no- unl1censed phys1c1ans performmg‘::.;;-1?[:-‘ s f_.
~ research in the NMVAHCS, " Effective September 4, 2007 the. . .~ - ¢

- NMVAHCS - began: rev1ew1ng “and. 1n1t1al1ng off on the,:i-
~ position descr1pt1ons for-all facility personnel engaged ‘in
~ research activities to- ensure that * they ~meet current

Associate Chief “of Staff, Research Service' for the . = :

Vrequ1rements for: scopes of _practice of unlicensed research . . o

. personnel. In the case of an unlicensed physician, a scope of
" practice will be written, reviewed, . -and ' approved by the
- »',‘ACOS for Research the Chref of Staff and. the D1rector A

o = Recommendatlon 4 The VISN D1rector w1ll requ1re i EE.
- the System Director to ensure that all research protocols at the

. system that conduct any research .activities - 1nternat1onally
" have appropriate IRB and- ORD approval and comply w1th
,apphcable Federal regulat1ons L : 7

L ’Concur 'Q Target Completlon Date Completed

A TeView of current act1ve protocols completed by 10/5/07

e shows that there are- currently no - international research

S prOJects Any: future projects. 1nvolv1ng international research o :
- will have ORD and IRB approval, and comply with Federal, = =

regulations. ‘As noted in the OIG report and our IRB audits, -

:; jresearch The development of a more rigorous research au
“ plan as outlined in the'response to Recommendat1on 7 below'f o

~Protocol 1-and Protocol 2 were riot approved for 1nternat1onal _f i

~ should’ help insure that future nons comphance in the conduct LR )

o j of 1nternat1onal stud1es w1ll be avo1ded

"RecommendatlonS The VISN D1rector w1ll requ1re'
i the System Director to aud1t all'active protocols of the named:
" PI to ensure comphance with " appl1cable human subJects )
”protect1ons polrc1es and regulat1ons o L e

| fv.fCo_ncur. | Target Completlon Date 2/15/2008
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" The research program of the named PI is undergoing review
by our IRB. = Audits are currently ‘underway on selected

- studies of the PI at the direction of the IRB. Additionally the
PI has been requ1red by the IRB to conduct self audits on- all
,stud1es prior to rece1v1ng cont1nu1ng approval to conduct
_research. Selected results of these self audits will be ‘spot |

- checked by the IRB. This 1nvest1gator has 20 active studies.

-~ - Audits on all of the investigator’s studies will need additional -
. time to complete so a deadhne of 2/ 15/2008 is set to. meet this

- recommendatlon

""Recomme’ndatlon 6 ,v The VISN ‘Dlrectorhw:illﬁ"'ens'ure

~ that the System Director - requires that- ‘research quality T
- assurance comply with VHA Handbook 12001 The .~

Research and Development Commzttee Handbook

;‘fVConcur | Target Completlon Date 1/31/2008

'4 “The R&D Commlttee adopted the gu1de11nes in the rev1sed ' ’

- VHA Handbook 1200.1 at the April 12, 2007 meeting of the

v ~ R&D ‘Committee. = A site visit by the. Assoc1at10n for the R

- Accreditation - of Human Research Protection Programs

| :dv‘b'_"(AAHRPP) is scheduled for November 19, 2007, as part of S |
“  the VA Research accredltatlon process and our facility will S
" receive feedback concerning our program. - At our R&D

o V-Commlttee meeting scheduled for October 11,- 2007, a
' subcommittee was appomted to review the issues of research

- “non-compliance in Protocols 1 and 2. It is. expected that

- recommendations from this subcommlttee will - serve  to

2 strengthen research quality assurance at_our fa0111ty and help g

to ensure compllance w1th VHA Handbook 1200 1.

Recommendation 7. The VISN Dlrector will requlre Syl
'the System Director to - comply - with. Medical Center
- Memorandum- 151-9 in establishing a research audit plan, -

" conducting regular ‘audits, and report1ng ﬁndmgs as requlred
S by the pohcy ' :

\Concur i Target Completlon Date 1/30/2008

Aud1ts w111 be performed that are in comphance with Medlcal '

.__Center Memorandum 151-9 and.app,roprrately documented

= I e

Aﬁ’U/VLM oo
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- T0IG CQntaCt o ~Andrea Buck, M.D., J.D., Medical Consultant
S (202)565-8496 - B
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Report Dlstrlbutlon

o VA Dlstrlbut|on

o .‘;"_Ofﬁce Ofthe Secretary R
- Veterans Health Adm1n1strat10n
.- Assistant Secretaries - ‘
s ',:General Counsel .
- Director, VISN 18 (10N18) A PN
~ Director, New Mexico VA Health Care System (501/00)

-"Non-VA Dlstrlbutlon

R fHouse Commlttee on Veterans Affa1rs SRR = :
House Appropr1at1ons Subcommlttee on M111tary Constructlon Veterans Affa1rs and
-+ Related Agencies - L o - - g
- House Committee on. Overs1ght and Government Reform
- Senate Committee on Veterans® Affairs - : o : TR
e }Senate Appropriations Subcomm1ttee on Mllltary Constructlon Veterans Affalrs and
.~ - Related Agencies - = : e L v
. Senate Committee on Homeland Securlty and Govemmental Affarrs T
Natlonal Veterans Service Orgamzatlons R . _ >
Lo “Government Accountability Office =~
. Office of Management and Budget . - L R :
. 'U.S. Senate: Jeff Bingaman, Pete Domenici, Wayne Allard Ken Salazar
7 U.S. House of Representatives: Steve Pearce John T Salazar Thomas Udall
TR HeatherA W1lson, . . :

g “This report is available at http://wwW.V’-’a.goV/oi,q/buhli'eations/re_pdrts-lijst_'.as’b.v o S

VA Office of In_spector General




DEPARTMENT OF VETERANS AFFAIRS
_Office of the General COunsel v
_ Washlngton DC 20420 '

- Ianeply».ReferTo: .

June 3 2008

. U; S Offlce of the Specral Counsel

"7 'Ms. Jennifer Pennington -
71730 M Street, NW '
4. Suite 300 - o
o fWashmgton DC. 20036

‘ Dear Ms Penmngton

o Attached is the Status Report on the Inspector General's -
s recommendatnons regarding certain research programs in the New Mexico VA '

*“Healthcare System (Report No. 07-03025-32). Should you have any questlons"v

- please contact Susan Blauert at 202. 461 4910

- Smcere|y, , o .

ZVVa\lte?A Hall A"QQ



' HEALTHCARE INSPECTION, IMPORTATION OF BLOOD PRODUCTSFOR = = =
- RESEARCH PURPOSES NEW MEXICO VA HEATH CARESYSTEM,

ALBUQUERQUE, NM —Report No. 07-03025-32
. STATUSUPDATE
1 EOl'IOWiﬁg an anonymous tip, VA’s Office of ‘Inspeéfdf General (OIG) rev iewed

. allegations that a principal investigator (PT) with the New Mexico VA Health S
-, Care System (NMVAHCS) improperly imported of blood products for research - .

purposes.- OIG substantiated that researchers transported blood samples obtained R

~ . in two protocols across the Mexican border into the United States without the:
. appropriate Customs Declarations and without Institutional Review Board (IRB).
. approval. In'addition, OIG identified several other compliance issuesinboth -
" protocols. These findings were published on November 30, 2007. The report also
- “'made seven recommendations to the VISN Director regarding these protocols. . T

. "Below is an update on the status of the recommendations.

/2. Recommendation 2: OIG recommended that the VISN verify that subjects
. recruited for both protocols identified in the report met the inclusion and e
~-sexclusion criteria for the studies.. The studies in question were reviewed by the

“ NMVAHCS IRB Human Research Review Committee (HRRC) at the University .~ - G0 R

- of New Mexico. The HRRC términated the stady “Genetics of Bipolar Disorder
~_in Latino populations” due to continuing non-compliance and directed the -

o SR . specimens and data resulting from the study be destroyed. The study “Genetics of -~ e

" Schizophrenia in Latino populations” had already been closed but the HRRC

- concluded that it met the definition of serious non-compliance and ordered the -

.. subject data and records de-identified. In addition, HRRC directed that all blood

- samples that were collected and sent to the NIH repository be withdrawnand .
-~ - destroyed.- The PI appealed these HRRC decisions, . With respect to the ‘Bipolar”
© study, HRRC ultimately allowed use of data and specimens from siubjects . -

" appropriately recruited in NM. The remaining data fell under the initial ruling. i
" HRRC upheld its earlier ruling regarding the ‘Schizophrenia’ study. “Thatdata ~

_. :_'iniplemented. No publications have resulted from the data or specimens © i
S eollec’ted;‘, LR f B TR B

3. Recommendation 5: OIG recommended an audit of all of the named PI’s active
- protocols to ensure compliance with ‘applicable human subjects protections
"~ policies and regulations. Audits of the PI's active protocols are complete.. There - =
was no evidence of serious non-compliance. Some relatively minor issues were .

identified and corrective action was taken.

13

iy 4 ,'Réco"rnmeﬁda‘.tio-n._&:-V'I‘OI“G re(v:'orrrlj‘r'n.erided that:thé VISN rcduibr‘é;“that”r_e'séairlcﬂﬁf' S

‘ - Compliance Officer developed an audit template to-address compliance withthe = . ]
" handbook pol’i‘ci'es,fv A subsequent audit of Research Services found that they were. "' RS

. was de-identified. The destruction of samples from both studies is currently being - SR

" quality assurance comply with VHA Handbook 1200:1. The system’s Research . - T N



. Center Memorandum 151-9in establishing & research audit plan. A~

in comphance w1th Handbook 1200 1. On March 14 2008 the NMVAHSC :
. Human Subjects Research Protection Program received: full accredltatlon from the
- Assoclatxon for Accredltatlon of Human Research Programs (AAHRP) '

= "‘-Recommendanon 7 OIG recommended that the VISN comply W1th Medlcal

s comprehenswe standard operating: procedure for audits was developed by: the N T
oo NMVAHCS's Research a.nd Development Commxttee and Research Compllance_ e S

o ‘f,,:ﬂ ‘~‘»Ofﬁcer

Other recommendatlons Recommendatlons l 3, and 4 were closed on February ‘, i
'j‘29 2008 , B SR . : ‘
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U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 218
Wishington, D.C. 200364505
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FACSIMILE COVER SHEET

TO:

Name: The Honorable Fred Fielding A

‘Title: Counsel to the President

Organization: The White Hou3e

Office / Location: Washmgton DC

Telephone: (202) 456-2632

Fax: (202) 456-6279

FROM:

Name: Scott J. Bloch

Organization: Office of Special Counsel

‘Office / Location: Washington, D.C.

Telephone: (202) 254-3601

T Fax: (202) 653-5151

Date: August 18, 2008 . Number of pages, including this cover sheet: 9

254- 3632

" THIS DOCUMENT IS INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS

Message: Original and enclosures to follow by Federal Express delivery

ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL

OR .PROTECTED FROM DISCLOSURE UNDER -APPLICABLE LAW. Il you are not the ‘

addressee, or a person authorized to leliver the document to the addressee, you are hereby notified
that any review, disclosure, dissemination, copying or other action based on the content of this

communication is not authorized. If vou have received this document in error, please 1mmedlately-

notify us by telephone and return to us at the above address by mail.

1f you dld not receive the total nui nber of pages shown please call Denise Toney at (202) 3
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U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 300
wa shington, D.C. 20036-4505 -

.'The"sbecial Counsel o -
August 18, 2008

- The President
"~ The White House -
Washmgton D.C. 20500 o o

Re: OSC File No. DI-07- 1725

Dear Mr Presrdent

1 received disclosures from a whrstleblower employed at the Department of Veterans
Affairs (VA), New Mexico VA Healihcare System (the Hospital), Albuquerque, ‘New Mexico.
The whistleblower alleged that a research physician directed researchers to cross the U.S. border
_into Mexico and Canada to obtain and smuggle blood products into the U.S: for.use in research
‘at the Hospital. 1n addition, the whistleblower alleged that researchers also obtained blood
products for research from needles discarded in the blood draw lab.:

~ I required the Honorable R. James Nicholson, then Secretary of Veterans Affairs; to

conduct an investigation into the whistleblower’s drsclosures pursuant to S U.S.C. § 1213(c) and -
(d). The Secretary directed the VA Office of Inspector General (OIG) to investigate this matter.
On December 12, 2007, the Honorable Gordon H. Mansfield, Acting Secretary of Veterans

_ Affairs, forwarded to OSC a two-page report summarizing the OIG investigation and findings.
Upon follow-up with the VA Office of General Counsel (OGC) and O1G,"OSC was advised that
a comprehensrve 18-page report detailing the investigation methodology, findings, - .
recommendatlons and agency comments had been publrshed on the VA websrte OSC obtained
a copy of the comprehensive report from the agency s website.

- ;As discussed in the attached Analysis of Disclosures, the agency investigation substantiated
~ the allegation that researchers transpurted blood samples obtained in two research protocols
across the Mexican border into the United States without the appropriate U.S. Customs
. declarations and without the approval of the VA’s Institutional Review Board (IRB). The
" investigation did not substantiate the allegation that researchers obtained and transported blood
samples to the U.S. from Canada. Further, the investigation did not substantiate the allegation
that researchers obtained blood spec1mens from drscarded needles in the HOSpltal lab

, Upon OSC s review of the publrshed report, we requested addmonal mformatlon regardlng
the status of the agency’s implementation of recommendations made by OIG, and whether the
~agency had taken or intended to take any administrative or disciplinary action against the
research physrcran in charge of the two protocols. On June 3, 2008, OGC provided a
supplemental “status update” regarding the implementation of the recommendations. The
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The Speclal Counsel

The: Pres1dent
Page2.

supplemental report did not, howeve1 prov1de any 1nformatlon in response to our inquiry

regarding administrative or disciplinary action taken by the agency, and OGC has not responded

to further inquiry from OSC regarding this issue. The whistleblower did not prov1de comments

‘on the agency reports. L. As required by law 5 U S.C. § l213(e)(3) | am.now transm1ttrng the '
. reports to you -

, l have reviewed the original dlsclosures and the agency reports Based on that review, l
- ~have determined that the agency reports contain all of the information requ1red by statute. In
_addition, I have determined that the agency’s. findings and its response to the allegations appear
to be reasonable, with the exception of disciplinary action, or the lack thereof, taken by the.-
agency. OSC was unable to ascertain whether the agency has, in fact, taken any d1sc1pl1nary
action. In light « of the serious nature of the agency’s findings of non- complrance ‘with federal and
= agency -wide requ1rernents and ethical standards for research activities 1nvolv1ng human subjects
‘we belreve that dlscrplmary action is wa.rranted in this case.

i As requlred by 5US.C. § 1213(e)(3), I have sent coples of the agency reports to the
~"Chairmen of the Senate and House Committees on. Veterans’ Affairs. In'light of the reterral to
J - theU.S. Attorney’s Office noted in the two- -page summary 1n1t1ally provided to OSC, we wrll not
- include the agency reports in OSC’s )ubllc file, in accordanee w1th 5U.S.C. 5 1219(a)
F Accordmgly, we have closed the mater. :

Respectfully, SR L L : R ‘ S

éw/z,;

ScottJ Bloch | , o ’ :

‘Enclosures

: The two-page summary forwarded to OSC by the Acttng Secretary mdlcated that the OIG ﬁndmgs were presented
to the U.S. Attorney’s Office for a decision un whether the acts were criminal and prosecutable. The U. S.
Attorney’s Office declined prosecution. When a case is referred for possible criminal investigation or prosecution,
" ~OSC is not permitted to send the reportto the whistleblower for comment. 5 U.S.C: § 12 13(f). Thus, OSC did not -
provide a copy of the two-page summary to the whistleblower. However, the comprehensive report published by the
- agency on its website and the supplement to that report do not include any reference to potential criminal allegations ™"
or referral to the U.S. Attorney’s Office. In ‘ight of the agency’s publication of the report, OSC ensured that the
'»thlstleblower received a copy of the publisted and supplemental reports and was provrded an opportunlty o
comment. - . .
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The Speclal Counsel .

- August 7, 2008

The Honorable Fred F. Fielding
Counsel to the President
The White House

- Washington, D.C. 20500

* Re: OSC File No. DI-07-3067

_, _ Dear Mr. Fleldmg ‘_ . N N | o \

- Pursuant to 5 U.S.C. § 1213(e)(3), ] am transmlttmg the enclosed letter, report and
_ whistleblower’s comments to the President. If [ may provide more information
concerning this matter, please do not hesitate to contact me.

Scott J. Bloch
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1

The Special Counsel

{

_ August 7, 2008

The Honorable Fred F. Fielding
Counsel to the President

The White House

Washington, D.C. 20500

Re: OSC File No. DI-07-3067
Dear Mr. Fielding:
_ Pursuant to 5 U.S.C. § 1213(6)(3), [ am transmitting thé enclosed letter, report and -

whistleblower’s comments to the President. If I may provide more information
concerning this matter, please do not hesitate to contact me.

Scott J. Bchh
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' DEPARTMENT OF THE TREASURY
,WAeHmGTON,uc."

: . .3
ASQSTANTSECRETARY_,W : U T e o , : o ja”
The Honorable Scott J. Bloch A M

The Special Counsel

- U.S. Office of Special Counsel -
1730 M St, N.W., Suite 300
Washington, DC 2003'_6-4505

| Dear Mr Bloch

: In response to your letter dated November 27 2007, attached is the completed Report of L v, .
'.".:~Invest1gat10n for OSC F1le DI- 07 3067 - e

- The Env1ronment Safety, and Health D1v1s1on at the Headquarters of the Department of -
. Treasury conducted an investigation into the allegations referred to us by your office. Based on
the evidence discovered during the investigation at the Bureau of Engraving and Pr1nt1ng, these
allegat1ons have been found to be unsubstant1ated

Pursuant to Treasury Order 101-05, I have the author1ty to s1gn on behalf of the Department
" regarding this matter. My point of contact for this matter is Stephen Wallace, Environment,
- Safety, and Health Director at (202) 622-1712 or Stephen Wallace@do treas. gov, please contact
~ him if you have any quest1ons Lo _—

Si;c?ly, o
Peter B. McCarthy
- Assistant Secretary for Management

~ and Chief Financial Officer
Department of the Treasury



REPORT ON INVESTIGATION OF

OSC File No DI 07 3067

Executlve Summary

By letter dated November 27, 2007 the Ofﬁce of Spec1a1 Counsel (0OSC) referred :

allegations of safety violations at the Bureau of Engraving and Printing to the Secretary
. of the Treasury and requested an 1nvest1gat1on and report to the OSC. Spec1ﬁcally the

allegat1ons are: -

(1) BEP supervisors instruct employees to 1mproperly use manhfts w1thout -
ground support in violation of safety regulations, and '

(2) BEP employees and/or contractors store and mix various toxic chem1cals and
clean1ng supphes in an unvent1lated room. - - :

: The Env1ronment Safety, and Health D1v1s1on in the Headquarters Operat1ons at the
' Department of the Treasury conducted an investigation by interviewing witnesses,
“touring the facility, researching and reviewing regulatory and best practice documents
- and rev1ew1ng emalls and other 1nterna1 commumcatlons :

An analys1s of the data collected resulted in a conclu51on that both allegatlons were . -
unsubstantlated
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SEC TION I INTRODUCTION

A. Descrlptlon of Allegatlons S o

By letter dated November 27 2007 (Attachment 1), the Office of Specral Counsel (OSC) ‘
referred allegations of safety violations to the Secretary of Treasury that the osc .-
determined required an investigation and the submission of a report. The allegat1ons

- were brought forth by a Bureau of Engraving and Printing (BEP) employee, (hereafter
referred to as the ¢ ‘complainant™), and claim that safety violations involving the use of

s froll1ng scaffolds, (hereafter referred to as “manlifts”), and the storage and m1x1ng of

chem1cals at the BEP, a bureau of the Department of the Treasury

‘ Spec1ﬁcally the two allegat1ons are: o
L ‘ {
(D BEP superv1sors 1nstruct employees to 1mproperly use the manl1fts wrthout o
ground support. ‘ : : L
(2) BEP employees and/or contractors store and mix var1ous tox1c chemlcals and :
R clean1ng supphes in an unvent1lated room. - :

B. Scope of Authorlty

By letter dated November 27, 2007 Spec1al Counsel Scott Bloch referred to Treasury .
Secretary Paulson allegations of unsafe work practices at the Bureau of Engraving and’

. “Printing. ‘Pursuant to 5 U:S.C. § 1213, Mr. Bloch requested that Treasury investigate the
allegations arid submit a report to the OSC on the findings.  The matter was initially -

.~ referred to the BEP. After consultation with Treasury Headquarters the matter was thent -

referred to the Office of the Inspector General (OIG): The OIG analyzed the allegations,

o “researched the applicable laws, and concluded that the Department’s Environment,

* Safety, and Health Division in Departmental Offices Operations (hereafter referred to as
-the ESHD) should conduct the investigation. Following the OIG’s recommendation; the
- matter was subsequently assigned to the Office of the Assistant Secretary of : ‘
, ",,Management/CF 0, and tasked to the ESHD. Stephen Wallace, Drrector of ESHD and

Judith Rerlly, ESHD Manager conducted the 1nvest1gat10n »

C. Background =

.Mission at the BEP

The BEP manufactures Unlted States currency, Wl’llCl’l 1ncludes ink maklng, engravmg,

‘plate making, offset printing, intaglio printing, product inspection, packaging, currency
' 'storage shipping, and an array of support staff and trades. A small number of spec1alty

_documents, such as portions of U.S. passports, immigration and naturalization

’ documents and Medal of Honor Certrﬁcates are also produced at the BEP

. The BEP produces and recycles mks in their in- plant Ink Mill. The BEP maintains a full
: range of hlghly skrlled trades 1nclud1ng Machinists, Plumbers Parnters Metal Workers



" Electro-machinists and other Allied Crafts that maintain and repair production
equrpment as well as perform facrlrty renovat1ons and repair.- '

'hEnvrronment Safety, and Health at the BEP

R The Office of Environment, Health and Safety (OESH) at the BEP develops polrcy and L
- “assists with its implementation.. The OESH. Chief reports to the Associate Director
" (Management), who reports.to the Director of the BEP. This organizational structure
- allows objectivity in addressing sensitive.issues, access to the Director, and effective
' _1mplementat1on innovations. The OESH is staffed with 41 full-time equivalents (17 .
" government employees and 24 contract employees). The Chief serves as the DASHO
-~ (Designated Agency Safety, and Health Ofﬁcer) and BEQO (Bureau Env1ronmental
e 'Qualrty Ofﬁcer) - , _ R :

' Employee involvement in the continuous health and safety improvement process isa
- valued practice at the BEP. The artisans, craftsmen, and trade employees are critical in

* - developing initiatives to reduce health and safety risks, and to achieving the BEP’s |

* strategic goals. The BEP has implemented a number of management systems desrgned

e " spec1ﬁcally to increase employee mvolvement mcludmg

+ The Joint Occupatronal Safety, Health and Environment Comm1ttee J OSHEQ The
- JOSHEC is comprised equally of labor and management representatives. The | group is
co-chaired by the DASHO and Vice President of the Joint Labor Council (JLC) and

- répresents 17 unions at the BEP.- Subcommittees are formed to address specific issues. "
such as tra1n1ng and management of i mJur1es and 1llnesses ‘ :

+ Environmental Management System (EMS): The EMS mcludes health and safety

' matters, and complies with ISO 14001 standards. The EMS includes an Executive

- Team, Implementation Team, and Technical ‘Work Groups (TWGs). Withthe = .
exception of the Executive Team, all teams 1nclude labor representation. Worker

_involvement is critical to the success of the EMS TWGs. TWGs comprised of
employees consrdered to be. subJect mat‘ter experts mclude the followrng

« Lead solder elimination.

+ - Chromium replacement. -

" Lockout-Tagout. .~ -~
Job Safety Analysis.



SECTION II: INVESTIGATIONAL METHODOLOGY

ESHD conducted its 1nvest1gatron over a ﬁve month per1od The 1nvest1gat1on 1ncluded '
the following:. : : .
-+ (1)Interviewing eyewrtnesses and knowledgeable personnel to gain 1nsrght on the L
specific allegations and general safety practices. o
~ (2) Touring the facility to observe the mobile manlifts (wh1ch the complamant
. referred to as scaffolds), and the room Where employees were allegedly mrxmg
~chemicals with improper ventilation. - - : : ,
- (3) Extensrvely researching and revrewmg several documents to determme A
- regulatory. requrrements and best pract1ces as well as pol1c1es and pract1ces at the -
~ BEP, and : : S
(4) Reviewing emails and other 1nternal commumcat1on that had occurred :
‘ regardlng the allegat1ons ' Lo T - : o

, (1) Intervnewmg employees

‘Staff from the ESHD conducted 1nterv1ews with several BEP employees Based on *he .; -
‘historical documents reviewed, ESHD decided to interview safety staff, the complarnant 8
his supervisor, other employees who do similar work to the complainant so their -

~Deputy Director of the BEP was also interviewed since she was specifically referenced
‘by the complalnant in the OSC letter as a person with knowledge of the allégations.
Specific names of interviewees are available upon request from the Office of General
-Counsel, Department of the Treasury. Interv1ews were conducted by Stephen Wallace
PE, CSP and Judith Rellly CIH CSP. lntervrewees (by posrt1on) 1ncluded ' '

»January l7 2008 Safety Manager “
: “Supervisor, plumbing shop supervrsor
Safety Spec1al1st '

- March 4; 2008 ' Plumber, complarnant o
PRI Plumber # 1 R
» Plumber # 2- L
- Deputy Dlrector of the BEP ,

l‘\.'/l'arch 12, 2008' - Contracting Ofﬁcer s Technical Representatrve COTR) on the '

- janitorial contract and liaison to the cleamng crew
- Plumber # 3 SRR :

@ Téﬁring the facilities

‘A walk- through was conducted of the room where the m1x1ng > of cleaning materials - o
. occursto observe and evaluate the area. C S

- perspectives could be evaluated, and the BEP staff respons1ble for the cleaning crew. The " o




" Both models of mobile manlifts were observed and inspected. .
-3 ‘Res'ear_chi'ng and reviewingdocuments, regulations, and best practices -
A AManufacturer’s'Recomme‘ndations L

: The Owners Manuals for two different mobile manhfts were.reviewed to deterrnlne
3manufacturer s recommendations for using them in conJunctlon with Allegatlon #1

' Mater1al Safety Data Sheets (MSDS) for the materlals referred to in Allegatron #2 were -

" received from the BEP staff and examined for toxicity, as well as personal protectlve

equlpment and ventilation requlrements and recommendatlons o g o i,‘p o
ko B Appllcable Regulatlons and Standards

The Department of Treasury is requlred through the Code of Federal Regulatlons (CFR)

.29 CFR 1960 to-comply with the OSHA regulations as they relate to general industry and s -
" construction. These are located in 29 CFR 1910 and-1926. The follow1ng regulatrons '

' 'were reviewed to determine applicability to the allegatlons
~ . 29CFR 1910.1200 Hazard Communications ' -
~ 29CFR 1910.29 Manually propelled mobile ladder stands and towers ‘
'29CFR 1910.178 Powered Industrial Trucks
29CFR 1926.452 Additional requlrements app11cable to spec1f1c types of scaffolds
29CFR 1926 453 Aer1a1 11fts _ :

_ Both OSHA and the Manufacturers refer to the American Natronal Standards Institute L
- (ANS]) standards and the following ANSI standard was rev1ewed SRR
' ' ANSI/SIA A92 3 1990 S

(4) Rev1ewmg emalls

A review of emarls datrng back to 2004 was conducted. ‘The BEP safety manual wh1ch
contains policy and procedures was reviewed to determine its applicability to these -
allegations. Training, inspection, incident records, ‘and shift activity logs dating back to
12004 were also analyzed. The safety video that was shown in 2005-and referenced by the
_complainant was requested, but could not be located. The ESHD investigation team
interviewed personnel who had viewed the safety v1deo to gather the1r recollectlons of
the 1nforrnat10n presented o




SECTION'III: DATA COLLECTION :

| INVESTIGAT‘I(—)NAL FINDINGS - ALLEGATION 1;

. Allegatlon BEP superv1sors instruct employees to 1mproperly use manlrfts w1thout
' ground support.

@) Intervrewmg employees

' January l7 2008 conducted by Stephen Wallace PE CSP and Jud1th Rerlly CSP CIH -

: Safety Manager BEP

“The Safety Manager gave a historical account of the allegations and safety concerns
originating in 2004 over the need for ground support when working at heights. He
indicated that.there is no regulatory requirement for a second person to be in attendance,
~ but.on a case- by case basis the nature of the work could require assistance and needs to
- be discussed with the supervisors as the situation arises. He indicated the procedures -

-+ were discussed and felt that the procedures were fully understood by the plumbers. He d

T also prov1ded a list of names of the personnel most closely involved in thlS 1ssue N
_Supervisor,» plumbing »shop v

The Supervrsor indicated that the “manlifts” in question are actually mobil€ operator lifts,

- commenly referred to as “manlifts.” All models of lifts used at the BEP can be locked

- down using outriggers so the lift does not move when an operator is performing work-

7 from the elevated platform (Figure 1). One of the lifts has a safety switch that prevents ‘
the lift from being operated unless the outriggers are down; the older model relies on the

- operator to put the outriggers down but will operate if they are not engaged Because of

'the railing, additional fall protection is not required on this’ equ1prnent In general, work
~'is'done at about 12 to 15 feet although the equipment will rise to 20 feet. The Supervisor
' 'rernernbers that a safety video was shown, but does not recall if it specified the need for
two people He understands that it is not an OSHA requ1rement and has communrcated

- that to his staff. He recalls that there was time for questions after the safety video was -

- shown. He has asked his staff to make him aware when additional help is. needed or if
_ there is.any fear of he1ghts The Supervrsor 1nd1cated that he tr1es to accommodate all
‘ requests for additional help :




: .Figure. Two Mobile Manlifts (One on the Let Showing S izing utigsi os_itin)

-~ Safety Speczalzst '

The Safety Spec1a11st descrlbed how he arranged and showed the safety video. He =

‘ 1nd1cated he remembers two workers in the safety video are shown carrying an extension.
" ladder but indicated that the safety video never said it was a requlrement to'have a second

":person at'the base. The Safety Specialist indicated that the message was that itm may
require two people to carry a ladder, but it did not explicitly state or imply that two .

- people are required when the ladder is in use. When questions continued to be raised, the
* Safety Specialist said he contacted the Occupational Safety and Health Adm1nlstratlon '
(OSHA) for clarification on this issue and was informed that two people are not-

‘necessary unless there is some other hazard like a confined space, uneven surface or

"“inability to secure the equ1pment He also communicated to all plumbers the need to -

,comrnunlcate Wlth supervisors if thereare special circumstances that warrant addltlonal

~ help or if anyone is afrald of helghts Communlcatlon during work is usually v1a radlo or:

uphone ' ' ;

| March 4 2008 conducted by Stephen Wallace PE CSP and Judlth Re111y CSP CIH

: Pl umber Complaznant

The cornplalnant noted a concern about employees worklng at helghts w1thout someone
on the ground as backup. He used the word “scaffold” and indicated that this term refers -

to the rolling manlifts used by the plumbers to reach and work at elevated 1cations: He f e

“believes that the safety video applied to ladders and rolling manlifts and did indicate:a:

.Arequlrement for two people to be present. He further believes he heard the BEP safety
specialist say there was a requirement for two people but that the safety- specialist later.
‘changed his statement to indicate there was not a need for two people. The cornplalnant ‘
beheves the ground support would help prevent an acc1dent 1nvolv1ng someone pass1ng o




’ by and would assrst the worker above in the. event of an emergency He 1nd1cated radios .
" are not always used and that no communication exists. He is concerned that the controls -~
" in the manlift are in the cage and if something happens to operator, the ground support ‘
" could use the emergency release to bring him down. The complainant said he does have -
* a problem with heights if working outside, but generally heights are not a problem to
© him. He believes other plumbers have the same concerns about working at elevations™
- without ground support. After getting no satisfaction in. 2004 and 2005, the complainant -
~ indicated he went up the chain of command to the Facilities D1rector (BEP Safety
B reported to the Facrhtres D1rector in 2006 )

‘The complamant also sa1d that he remembered training had been conducted on how to
safely set up the new mobile manhfts : :

.‘ "Plumber #.]-:’

‘Plumber # 1 does the same type of work as the complarnant He rrequently uses the
manlifts and is-aware that they must be secured by using the outriggers. . He also
‘1nd1cated that sometimes two people are needed to carry a ladder for certain big ]ObS He
~ believes two people are preferable but recognizes that this is not needed or required in
- most cases. He also indicated that whenever he has asked for additional help, the ..
superv1sor accommodates the request based on the nature of the hazard and the need:

_ Plumber # 2

‘Plumber # 2 is a plumber and does the same type of work as the complamant He
frequently uses the manlifts and is aware that they must be secured by using the -
~outriggers. He indicated that if people work alone, they must be more watchful of their - ‘
“surroundings, but he believes that this is an acceptable risk and that he often works alone.
Plumber # 2 1nd1cated that he does get help-on a case- by case basis when the work
necessitates a second person but herght alone does not warrant that help

‘ Current Deputy Director of the BEP (formerly the Assoczate Dzrector for Management S,
responszble for the Office of Envzronment Health and Safety)

. While she was in her role as Fac1ht1es D1rector in December 0f 2006, the current Deputy
-+ Director spoke with the complainant about this issue. The complainant had not been
- satisfied with the responses he was receiving from the Chief of OEHS and continued up
- the chain of command to the Director of Facilities. She explamed that the complainant .
mentioned ladders and manlifts and the need for a second person. She further explained
- that the complainant believed the issue was not being addressed. She contacted the -
- QEHS Chief who assured her that the issue had been addressed many times over the
years : _ o _ ;o




(2) Tourmg the faclhty

L March 12, 2008 conducted by Stephen Wallace PE, CSP
Plumber #3 |

o -Plumber # 3 was sent fo the equipment distributor for a train-the-trainer class on the

mobile manlifts. He gave a demonstratron of this’ equipment when the equipment was. | T

~ purchased. Everyone was given instructions and a key and told to consult the
- manufacturer’s owner manual for more information. He indicated that there is no
- manufacturer requirement to have a second person. The manual is kept on the lifts for

quick reference. He also indicated that these lifts are meant to be used alone and there is E

~ an emergency button to enable the equipment to be lowered if there is a problem '
- Plumber #3 believes that there is almost always someone in the nearby. area. He
~ remembers the safety video that was shown but bel1eves it did not say that two workers

were needed

A walk-through was done by Mr Wallace to observe the moblle scaffold unanllﬁs) in |

“question.
" (3) Researching and reviewing documents, regulations, and bést practices
- -A.BEP docu‘nrents'review

In the BEP safety manual, ladders and manlifts are covered in Chapter'l7 General 'Safety ,
and Health practices. In Section 17-3 Walking and Working Surfaces it indicates ladders',' o

and manlifts must be secured. There is no requ1rement for. ground support

A system of construction permlts is in place at BEP A perm1t is requ1red for “any .. “
project involving demolition, major- equlpment installation or removal, construction,
modification, facelifts, or major repair”. Permits are signed by the shop representat1ve

.and a safety representative. In the General Requirements Checklist there is a line item

that states “Scaffoldmg and Jadders must meet OSHA requ1rements The checkl1st
requ1res “yes” or “no” answers. - -

o Training r-r%ecords in'the formof sign-in sheets are kept to-document shop training,

" B. Review of Regulations and gtiideline‘s"

1. Several OSHA regulatrons were revrewed for applicability and content and are .

' summar1zed below:

29CFR 1910.29 Manually propelled rnobile,ladderstands and towers -
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Thls sectlon states “...is 1ntended to prescrlbe rules and requlrements for the des1gn
-construction and use of mobile work platforms (including ladder stands but not: 1nclud1ng :
' ‘aer1al ladders) and rollrng (mobrle) scaffolds (towers) : .

o There is no. reference to the need for a second person or ground support [
o 29CFR 1910. 178 Powered Industrial Trucks

' "_'Thls section states “...contains safety requrrements relatmg to ...use of fork trucks, -
*. motorized hand trucks and other specrahzed industrial trucks powered by electrrc motors

©.oor 1ntemal combust1on engines”.

'This standard does not speciﬁcally apply to the mobile 'manlifts or scaffolds. -

29CFR 1926 452 Addrtronal requrrements appl1cable to: spec1ﬁc types of scaffolds

L Sectron (w) of thls standard covers mobrle scaffolds 1nclud1ng constructron requrrements A ‘

-~ power systems, casters and brackets, securing manhfts and other general use, ~
. requirements. The standard requires that mobile scaffolds be stabilized to prevent t1pp1ng"_f
dur1ng movement and that platforms not extend beyond the base supports

There is no requrrement in this sectron fora second person to prov1de ground support
29CFR 1926 453 Aerlal lifts

Applres to elevatmg and rotating work platforms and therefore does not apply to the .
moblle scaffolds :

'Dlscusszon wzth the Occupatlonal Safety and Health Admznzstratzon |

_ Judlth Rerlly, ESHD Manager from the Depaxtmental Ofﬁces contacted the local OSHA
office for an interpretation and spoke to Mr.-David Miller, DC Area Office.- ‘Mr. Miller .
indicated that these manual lifts are not “aerial lifts” although many employees -~~~
mistakenly categorize them as such. He indicated that that only 29 CFR1910.29 and
1926.452 will apply. He also responded that none of the regulations contain a:
requirement for ground support or that a second person to be in attendance based solely
on the fact that employees are workrng at he1 ghts ' :

- 2. The Manufacturer’s Owner’s Manual

: The follow1ng Owner s manuals were revrewed o '

© . “Traveler”, Model # TV-15/20/25 Snorkel Economy, Inc
UL 20 Serres Numbers 17745 to current, Upright, Inc

Theﬂ»lifts have hydraulic motors and controls at the"platform level. The owner’s manual -
for the UL 20 states that in the event of an emergency where the lift fails to lower, the

11



- operator is to “ask a person on the ground to open the Emergency Lowering Valve to -
~ lower the platform”. This same procedure is described for the “Traveler” model but is
‘not as detailed, simply noting to “locate emergency lowering valve on the top of the -
‘motor/pump assembly” located at ground level. However, neither manual containsa =~
~ requirement to have a person in constant attendance at the ground level.

3. ANSI standards

ANSI/SIA A92.3-1990 applies to Manually Propelled Eleyating Aerial Platforrns In the

- standard, ANSI defines “aerial platform” as a manually propelled device that has an
e adJustable pos1t1on platform supported from ground level by a structure '

‘Accordmg to Mr. Dav1d Mlller of OSHA this ANSI standard appl1es only to manual

platforms that have an articulating arm and move in directions other than simply up and

down. The BEP mobile manlifts only moves 1n a vertical position.

~However, though th1s standard was deemed not apphcable to these specific mobile -

“manlifts”, ESHD staff stili reviewed it and found that there is no requrrement in the

~ ANSI standard to have a second person as ground support

(4) Rev1ewmg emails

Emails were rev1ewed from BEP safety staff and the complamant Below isa summary :

' of the emails reviewed:

| In1t1ally the complarnant raised a questlon concerning the general policy at the BEP as it

relates to working at elevations on ladders and manlifts, and the policy on allowing for

- people to work alone at elevations. Over the next few weeks, the complainant and the
" BEP safety office had an Email dialogue about the manlifts. It was explained to the

complainant that the regulations do not require ground support in all instances of elevated, |

| ~ work. The complarnant asked if BEP could go beyond the regulations and implement a .
- policy that would require support personnel when people were working at elevations. It
. was explained that policies are in place and listed on the construction permits and in the

BEP safety manual and that each task is evaluated on a case-by- -case bas1s to determme if -

: addrtronal ass1stance is necessary

INVESTIGATIONAL FINDINGS - ALLEGATIONZ

Allegatlon BEP employees and/or contractors store and mix various toxic chemrcals and

:cleamng supplres in an unventilated room.

3 (1) Interviewing employees »

B | Safety Manager, BEP
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| "The Safety Manager indicated that the “chemicals” in questi'on‘are all cleaning materials
~and the only “mixing” that takes place is dilution with water. He also stated that the

Material Safety Data Sheets (MSDS) and ventilation i in the room was revrewed and found

~ to be adequate for the followmg reasons:

(1) The materials are diluted in a room approximately 25 feet wide, 47 feet long
~and 12. 5 feet high with a volume of approximately 15,000 cubic feet.
,.(2) There is a garage-size door leadrng into the room wh1ch is always open. (see ’
Figure 2) , ‘
- (3) In response to a complarnt an assessment of the area was done’ and 1nd1cated
" that natural ventilation in this room allows fresh air to flow from the adjacent-
" hallway through this entranceway into the area where the cleaning materials are
- diluted. Measurements taken on January 23, 2008 indicated the air flow into the
~ room to'be 1,710 cubic feet per minute (cfm) or 102,600 cf per hour. Given the
‘volume of the room (15,000 ft3) and the air flow (1,710 cfm), the number of room
exchanges is determrned to be 6. 8 room exchanges/hour :

S Flgure 2. I)ouble I)oors to the Room where Cleanmg Ma rials are Kept (Doors are Always Kept :
S Open) : ' ‘ . .

_Plumber, complainant

‘The ,'c'omplainantalleges that he suffered a headache while Working in this area putting in
a drain line. He does not believe there is.adequate room ventilation and on the day in

g ‘question, he said that he secured fans and put them around the room to move the air.- He

did not go to the Health Unit, but reported the incident to his supervisor. He stated that

the other Plumber with h1m (Plumber # 2) also got a headache
| :Supervzsor plumbzng shop

. The Supervrsor indicated that the materrals are cleamng solutlons When the complamant .
" mentioned the incident to him, he directed it to the safety office to do an assessment. -
" (Refer to Safety Manager’s interview above for the results of this assessment) No other S
o employees have complamed to him about the chemicals.- -
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; Plumber#Z B , v

- APlumber 42 was workrng with the complarnant putting in the drain line. He states that
there was an odor but he d1d not get a headache and has no concerns about worklng inthe.

~_room.

Plumber # 3

_ _,Plumber # 3 indicated that he occasionally works in the area and has smelled the cleamng
- materials, but they do not bother him. ST a

Contractor s Technical Representatzve (COTR) for cleanzng contract

The COTR for cleaning oversees the contractor who works with the cleaning mater1als
He has never received any complaints from the Goodwill Industries employees (i.e., the :
: vcleamng crew) or any BEP employees. All the materials used are listed as trouble-free
~low'odor. He visits this area frequently and has not smelled any strong odors other: than:
- smells. associated with cleaning materials.. He also felt that. the safety office has been o
responsrve to any concerns he has rarsed S

| (2) Touring the facility.

LA walk-through was done by Mr. Wallace to observe the area where the cleamng S

o .materrals are drluted (Fi 1gure 3)

. “Figure 3. Area where cleaning materials are diluted
- (3) Researching and reyiewing'doeuments, regulations, and best practices-
A. Evenmg Shift Log

An evening shift log dated July 31, 2006 1ndlcates “there had. been an employee

. complaint regarding irritating vapors inside room 23-3-A”. The entry also states that the

: Recommended Correctrve Actron was further investigation.
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"+ In response to this complarnt the Office of Environment, Health, and Safety (OESH)-at
BEP evaluated the situation in the room. They determined that the materials were used in
accordance with manufacturer instructions and there was enough measured arrﬂow :

' through the room to provide adequate vent11atlon

B. Revxew of Material Safety Data Sheets
: The Mater1al Safety Data Sheets were reV1ewed for the followrng cleanrng rnaterrals

~AJax D1s1nfectant Créme Cleanser - L1me >
‘Bubblegum Deodorizer :
Clorox Bleach Toilet Bowl Cleaner -
 CI=153 Carpet Care Products -
CI — 128 Carpet Care Products
- CI-211/212 Carpet Care Products
- CI - 150 Carpet Care Products -
" Crystal Simple Green -
* - Elky Pro Water Soluble Deodorant
“: Elky Pro Defoamer -
- Elky Pro Hi-Gloss Restorer

* Elky Pro Maximum Orange .

Elky Pro Kwik Kleen

‘Elky Pro Super Stripper S o
Elky Pro Water Soluble Deodorant — Lemon
Elky Pro Water Soluble Deodorant - Herbal
Elky Pro Sea breeze -

" Gentle.Clean

HealthCare Disinfectant

- Hesco Cinnamon Dry A1r :

Mint Surge .

‘Value Plus Mint Surge :

Vanish Non-acid bowl and Bathroom Cleaner'
“Windex Multi- surface Cleaner with Vinegar

The followrng precautrons were observed in the Vent11atlon sectlon on the dlfferent
MSDS: : -

no special precautions

" use in open areas :

~use with adequate room Vent11atlon o

. general mechanical ventilation.

- None of the MSDS requ1red local exhaust Vent11atlon or use ina hood
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C Revnew of Regulatlons o

' %OSHA 29 CFR 1910.1200 Hazard Communlcatron was reviewed. This standard sets

- requirements for the use of hazardous materials in the workplace. It requires labels and :
Materral Safety Data Sheets which descr1be the proper storage of chemrcals

(4) Revnewmg emails
B No em‘alls wererdentrﬁed 'pertaining to th1s a’llegation. |
| “ | SE'CTI‘ONYIV:'ANALY_S}I‘S .
- "ALLEGATION #1 ANALYSIS o a
| An email chain in late 2004 addressed the concern for ground support although the |

: complarnant did not appear to accept the interpretation of the safety standards as deﬁned
*. *. by BEP safety management. The BEP Safety Manual requires that employees: must_.

o -secure manlifts with outriggers when they are working on them. When specrﬁc

" ‘circumstances indicate that attendants should be present, the other plumbers said that help
"is provided. (One instance discussed with the investigation team was a person with -
- diabetes who does not work alone for long periods of time.) ‘The complainant does not
~accept BEP management’s interpretation of the OSHA standards and continues to feel the
“ need for a second person or ground support in all instances.

- The equipment in question is couered hy OS‘HA‘29 CFR 1910.29 when WOrl{lng in . -
_ general industry and 29 CFR 1926. 452 (w) when working large projects that meet the

" definition of construction. There is no requ1rement for ground support or a second person

- in OSHA regulations. This was covered in an OSHA ‘Standards Interpretatron dated
: 2/23/2000 and d1scussed wrth a spec1alrst in OSHA i in March 2008. :

- The manufacturer S owners manual 1nd1cates someone on the ground needs to activate the

B ‘emergency lowering mechanisms if the-operator controls fail to lower the device. There

© is'no requirement for a specific ground support person to be a “standby” for this

- emergency function. A passerby or anyone on the ground working in the area could

. perform this function. In the interviews conducted it was noted that- there are usually :
“-other BEP employees workrng in or around the area where the plumbers work

o The documents reviewed require manlifts to be secured and this is accompllshed The
mobile manlifts are secured through the use of the outrlggers in case the scaffold is

, bumped or rolls out of place while someone is workrngon the elevated platform»
'ALLEGATION #2 ANALYSES -

Commercial cleaning materials are often supplied as concentrates that must be diluted

before use. ‘At the BEP, this dilution is referred to as “mixing” by some employees but
all m1x1ng of these cleanrng mater1als simply. 1nvolves the drlutron of the concentrate with
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. water Many of these concentrates contain a scent to make the cleaning product more

gt appeahng In the concentrated form the scent may be less appealing to some individuals - |

~ but, based on the Material Safety Data Sheets (MSDS) for the cleaning materrals th1s
does not pose a health hazard. : o

e The MSDS for the cleanlng materials 1nd1cate use w1th adequate ventilation”. Ndne of

e the MSDS requ1red local exhaust ventilation or use ina-hood. Based on the low inherent

N safety and health hazards of these materials reflected in the MSDS and the number of
room air exchanges per hour, it was determrned that adequate Ventrlatron isin place in the
»subJect area.

: SECTION V: CO'NCLUSION_‘ ,
ALLEGATION # 1
‘Based on the 'investigation, the complainant’s allegatioh is not substantiated.’

; 'There isno statutory requirement for a second person to be in attendance on n the ground ’

*"level while personnel are Workrng in the mobile manlifts. However, when circumstances =~~~

indicate that a second person is necessary for a particular _}Ob the BEP will contrnue to

oensure that assistance. 1s avarlable

ALLEGATION # 2
Based on the investigation, the eo.mplainarrt’s allegation is not substantiated.

Based on the assessment of the ventilation requirements listed in the ‘MSDS‘ahd on the ,.
~ number of air exchanges in the room per hour, there is adequate ventilation in the area.. . -
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’ PRM Personal record misfile deﬁned in accordance w1th 44 U S. C 2+ “b(8) Release would-disclose information’ concernlng the regulatlon of
2201(3) . S : ) | © .. financial institutions [(b)(8) of the FOIA] fo
: Tt EER ; o . » ST ’ ) b(9) Release would disclose geological or geophysncal lnformatlon
. Deed‘ of Gift Restrictions ~ ~ ~ R . e : concermng wells [(b)(9) of the FOIA]
A Closed by Executlve Order 13526 governmg access to natlonal L ' R‘ecords Not Sub]ect to FOIA
securlty mformatlon o :
-+ -B. Closed by statute:or by the agency whlch orlgmated the document ] Court Sealed The document is w1thheld under.a’ Court seal and is not subject to
G Closed in accordance with restrlctlons contalned in donor s deed . - ‘the Freedom ofInformatlon Act .
of glft . S R : ;

- This Documeni was withdrawnon 8/30/2016 " by ‘erl .
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U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W,, Suite 218 . "
‘Washington, D.C: 200364505

FACSIMILE COVER SHEET

-

TO:

Name: The Honorable Fred Fielding

| Title: Counsel to the President

| Organization: The White House

Office / Location: Washington, D.C. ] » ‘
Telephone: (202) 456-2632 " [ Fax: (202) 4566279

'FROM: |

Name: Scott J. Bloch

Organization: Office of Specia! Counsel -

‘| Office /' Location: Washington, D.C. R 1
Telephone: (202) 254-3601 | Fax: (202) 653-5151

Date: August 4, 2008 Number of pages, including this cover sheet:

Message: Original and enclosures to follow by Federal Express delivery

. If youdid not receive the total nu mber of pages shown, please call Denise Toney at (202) e
254 3632.. ~

;

B

THIS DOCUMENT IS INTENDED FOR THE USE OF THE PARTY TO WHOM: IT. 1S

ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL

“OR PROTECTED FROM DISCLOSURE UNDER APPLICABLE. LAW. Il you are not the

addressee, or a person suthorized to deliver the document to the addressee, you are hereby notified’
‘that any review, disclosure, dissemination, copying or other action based on the content of this

communication is not authorized. If you have received this document in error, please nmmedlately.‘
: 'notll’y us by telephone and return to us at the above address by mail.
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U S. OFF. CE OF SPECIAL COUNSEL
" 173) M Street, N.W., Suite 3060
war hingfon, D.C. 20036-4505

The Special Counsel

August 4, 2008

The Honorablc Fred F. Fleldmg
Counsel to the President

The White House

Washmgton D.C. 20500

Re: OSC Flle No. DI-07-2724

Dear Mr Fleldmg

Pursuant to S U. S C.§1213(ei(3),1am transmlttmg the enclosed letter, report, and - ‘
comments to the President. If I may prowde more information concemmg this: matter, p[ease do
not hesxtate to contact me.

‘Scott J.Bloch

Enclosures
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U.S. OFFI CE OF SPECIAL COUNSEL
173 ) M Street, N.W., Suite 300.
" wa: hington, D.C. 2(_)036-4505

\,

The Special' Coﬁnsel : ‘
' - ‘August 4, 2008

‘ “The President
The White House
Washington, DC 20500

- Re: OSC File No. DI-07-2724
Dear Mr. President:

‘The United States Army Corps f Engineers (USACE) serves the Armed Forces and the
nation by providing vital engineering services in support of national interests. As part of its
mission, USACE has been tasked witl: providing critical hurricane and flood protection to the
recently-devastated city of New Orleans. Maria E. Garzino, USACE Civil Engineer, alleged that

- USACE employees and Moving Water Industries (MWI) personnel installed defective pumps in
New Orleans and circumvented contract requirements related to contract modifications and
‘ notiﬁeations at the expense of public ~afety and proper eontract oversightt '

I required the Honorable Robert Gates, Secretary of Defense to conduct an mvestlgatlon
" into Ms. Garzino’s disclosure pursuant to 5 U.S.C. § 1213(c) and (d). Secretary Gates delegated
cesponsibility for investigating Ms. Girzino’s allegations to his Inspector General, the Honorable
Claude M. Kicklighter, who submitte! a report to me. Ms. Garzino also provided comments to .
the agency report. As required by law, 5US.C. § 1213(e)(3) I am now transmtttmg the report '
and the whistleblower’s comments to you. - .

_ Spemﬁcally, Ms. Garzmo who consented to the release of her name, stated that costly
pumping equipment at three “outfall pated canal closure structures,” which is part of the flood
protection design to protect New Orleans, was inherently flawed due to poor pumping and
hydraulic system designs; pumping equipment that had previously malfunctioned under 5

- favorable contractor testing condition:, and subsequently shown to be defective, was knowmgly
installed by USACE employees and NWI personnel; and that USACE and MWI employees, '
- were responsible for not providing prcper oversight of the pumping equipment pmJect Wthh
created a substa.ntlal and specific danger to pubhe health and safety.

On May 14, 2008, the agency smxbmttted a report in response to Ms. Garzino's disclosures.
The report substantiated several of Ms. Garzino’s allegations, but ultimately concluded that
.. these deficiencies [were] performance related short- -comings that did not rise to the level of a
. serious violation of law or regulatlon abuse of authority, or gross mlsmanagement Nor did they
result ini a gross waste of funds or a dnnger to publlc health or safety.”
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‘The Special Counsel

The Presitlen_t

. Page2

Ms. Garzino; however, Vi gorou\lfyvdlsputed theagency S ﬁndmgs andpro,v,lded OSC with_

extensive documentary evidence to support her account of events surrounding the design, testmg,
installation, operational capabilities, and contract irregularities. She stated that the agency’s
conclusmns were severely flawed and erroneous, and represent a “whitewash,” according to the -
available evidence and documentatior. Ms. Garzino states that the agency report is devoid of
engineering and mathematical interpretation, upon which the engineering profession is based.
Merely transcribing without question and adequate scrutiny, what others put forth, no matter how
illogical, unsubstantiated, or void of fact, is unsuitable in any investigatory effort. Ms. Garzino

believes that it is imperative that therc be a vehicle in place that can provide a truthful,

“competent, and fair investigation of the evidence and documentation that exists in this matter.

As required by law, 5 U.S.C. § 1213(:)(3), I am now transmlttmg the agency report along W1th

" Ms. Garzino’ s comments to you.

~

Having reviewed the agency s submissions and Ms. Garzino’s comments I have
determined that the agency’s report, tiken together, contain all of the information required by
statute, but, as explained in the enclored Analysis of Disclosure, I must conclude that findings in -
the agency report do not appear reasonable within the meaning of 5 U.S.C. § 1213(e)(2).

Ordmanly, in cases where I have found the report unreasonable, I would afford the agency head

an opportumty to correct the deficiencies and submit a supplemental report. In this case, because -
of the exigencies of hurricane season. I have elected to forgo this option, and 1 am forwarding the
reports together with my comments tnd recommendattons to you.

The documentatlon and compre hensxve explanatlon provided by Ms:. Garzmo in contrast

~ with the agency’s superficial and disrmissive findings also suggest that, although Ms. Garzmo

regularly and persistently made USACE aware of serious flaws in the design, testing,
installation, capabilities and contract issues, that arose with the New Orleans pumps, USACE
employees failed to act in a manner that was consistent with prov1dmg accountability to the -

| ~process. Instead of taking Ms. Garzino’s concerns seriously, USACE employees appeared to

have taken a band- aid approach at thc expense of good government and public health and safetyv .
A’ explained in the Analysis of Disclosure, the agency report appears to make excuses on behalf
of the USACE employees instead of holding employees and contractors accountable for their -

* actions and-assuring the citizens of New Orleans that the pumps, a critical pillar of the flood
- protection systems, would actually purform without catastrophic failure during the mildest of

‘hurricanes. 1am left to conclude that a thorough and impartial investigation conducted by -

- independent professional engineers into these matters is warranted. Moreover, it appears that the

pumps remain inadequately untested. and vulnerable to failure in the event of a hurricane.
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- The Special Counsel
The President
Page 3

As requlred by_§ 121 3(e)(?), Lhave. senLa_c;op_y of the agency reoon and Ms Garzmo s

p—

comments. to the Chairmen of the Senate and House Committees on.the Armed Forces: We have
-also filed a copy of the agency report and Ms. Garzino’s comments in our publlc ﬁle and closed

the matter

\@ctful ly,

Scott J. Bloch:

Enclosures
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U.S. OFFICE OF SPECIAL COUNSEL
1730 M Street, N.W., Suite 218 :
Washington, D.C. 200364505 - o N

FACSIMILE COVER SHEET

TO:

¢ - { Name: The Honorable Fred Fielding

- | Title: Counsel to the President

Organization: The White House

Office / Location: Wash'ingfon. D.C. ’ ~

| Telephone: (202) 456-2632 l Fax: (202) 456-6279

-

 FROM:

Name: Scott J. Bloch

Organization: Office of Special Counsel

Office / Location: Washington. D.C. : ,

Télephone: (202) 254-3601 . , ] Fax: (202) 653-5151

Date: August 4, 2008 Numbér of pages, inclﬁding this cdvéf sheet:

1%

Message: Original and enclosures to follow by Federal Express delivery

If ydu did not receive the total number of pages shown, please call Denis'evTvoney at (202)

" 2 OF 3 T
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THIS DOCUMENT IS  INTENDED FOR THE USE OF THE PARTY TO WHOM IT IS ¢
ADDRESSED AND MAY CONTAIN INFORMATION THAT IS PRiVILEGED, CONFIDENTIAL »
OR PROTECTED FROM DISCLOSURE UNDER APPLICABLE LAW. If you are not the
‘addressee, or a person authorized to tleliver the document to the addressee, you are hereby notified -
that any review, disclosure, dissemination, copying or other action based on the content .of this -
communication is not authorized. If » du have received this document in error, please immediately
notify us by telephone and return to us at the above address by mail,
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POLICZ AND OVERSIGHT

Ll Alleged iawed Procurement of
New Orleans Te porary Outflow Canal Pumps‘ "

‘May 14, 2008




- 08/04/2008 18:

21 FAX - 2026535151 0SC

Additional Copies

¥ .To obtain additional COplCS of this report, visit the Web s1te of the Department of
'Defense Inspector General at ht'p:/www.dodig. mﬂ/Insnechons/TechRenoﬂs htm] or
| contact the Office of the Inspector General, Technical Assessment Directorate at

(703) 604-8952 (DSN 664-89<2) or fax (703) 604-9808. : R

Suggestlons for Future Assessments

‘To suggest ideas for or to request future assessments, contact the Office of the
Inspector General, Technical Assessment Dlrectorate at (703) 604-8952 (DSN 664- |.
_8952) or fax (703) 604-9808. :deas and rcquests can also be mailed- to: 3

TCChI ical Assessment Dlrectorate
Department of Defense Inspector General
400 A-my Navy Drive (Room 846)

- Arlington, VA 22202-4704

DEPARTMENT .OF DEFENSE

" Acron

yms
ASME : American Socicty of Mechanical Engineers
ASTM American Socicty for Testing and Materials
CO "~ Contracting Ofiicer
COR. Contracting Ofiicer’s Representative
DOD. Department of 1Jefense
ERDC - Engineer Research and Development Center
FAR Federal Acquisition Regulation
GAO Government Accountability Office
HI Hydraulic Institute
HPU- - Hydraulic Power Unit
IG Inspector General
ITR Independent Te.un Report
MFR Memorandum for Record
MIPR _ - Military Interagency Procurement Request .
NOAA . - National Ocean:c and Atmospheric Administration .
0OIG ' Office of the Inspector General
OSC Office of Special Counsel = *
QA Quality Assurance -
QARs Quality Assurance Reports '
QC Quality Control
RFP Request for Proposal
E United States A:my Corps of Englneers
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INSPECTOR GENERAL
DEPARTMENT OF DEFENSE
400 ARMY NAVY DRIVE _ : .
ARLINGTON, VIRGINIA 22202-4704 ‘ MAY 14 2008

The Honorable Scott J. Bloch :
Special Counsel, U.S. Office of >pec1a1 Counsel
1730 M. Street, N.W.

Suite 300

-Washington, D.C. 20036-4505

Re: OSC File No. DI-O7-2724
Dear Mr. Bloch:

ThlS is in response to your September 21, 2007, letter to the Secretary of Defense
- regarding “serious allegations which cast doubt on the integrity of costly pumping
~ equipment installed in three main structures by USACE and its ability to protect New
" Orleans from further ﬂoodmg,” pursuant to 5 U.S.C. § 1213.

We have reviewed the all =gatlons prior reviews, and project documentatlon and
interviewed the complalnant and U. S. Army Corps of Engineers’ project personnel. Qur
review did not find reasonable giounds to believe that there were criminal violations or -
deﬁc1enc1es in-the pump acquisition that constituted a danger to public health or safety.

Our report of investigation is enclosed. By memorandum from the Secretary of
Defense dated February 9, 1998 : copy enclosed), the DoD Inspector General has been
delegated authority to respond to requests for investigations under 5 U.S.C. § 1213.

If you have any additiona’ questions regardmg this matter please contact
Mr. John R. Crane at (703) 604-£234. » »

Sincerely,
c.(%bude M. K

‘cc: Chief of Engmeers U.S. Am y Corps of Engmeers
Inspector General, Departrne 1t of the Army

’ ‘Enclosures‘ As stated
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INSPECTOR GENERAL
DEPARTMENT OF DEFENSE
. 400 ARMY NAVY DRIVE
ARLINGTON, VIRGINIA 22202-4704 '\’.IY 4 2008

'The Honorable Scott J. Bloch

Special Counsel, U.S. Office of Special Counsel
1730 M. Street. N.W.

Suite 300 - ’

Washington, D. C. 20036- 4505

Re: OSC File No. DI-07-2724

Dear Mr. B]och:
;o ~ This is in response to your September 21. 7007 letter to the Secretary of Defense .
‘ regarding “serious allegations which cast doubt on the integrity of costly pumping
equipment installed in three main structures by USACE and its abllrty to protect New
Orleans from further flooding.™ )ursuant to 5 U.S.C.§1213.

We have reviewed the a]legatiOns, prior reviews, and project documentation and
interviewed the complainant and U. S. Army Corps of Engineers’ project personnel. Our -
review did not find reasonable g ounds to believe that there were criminal violations or
deficiencies in the pump acquisition that constituted a danger to public health or safety.

A Our report ofm\ estigaticn is enclosed. By memorandum from the Secretary of .
Defense dated February 9. 1998 - copy enclosed), the DoD Inspector General has been

deleEated authority to respond tc requests for investigations under 3 U.S.C.§1213.

If you ha\'e any additional quesuons regardm" thm matter please conlact
- Mr. lohn R. Crane at (703) 604-£254,

Sincerely.

St
~ Chwde M. K -ligﬂrir
Enclosures: As stated ' ' LN

cc: Chief of Engineers. U.S.-Am*y Corps.of Engineers
Inspector General. Departme 1t of the Army '
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THE SECRETARY OF DEFENSE | =S
WASHINGTON, DC 20301 T, // A
7 ' o R C/bhrs%

FEB. 91955 -

MEMORANDUM FOR INSPECTOR GENERAL, DEPARTMENT OF DEFENSE

SUBJECT: Delegation of Authority to the Inspéctor Ceneral

, ‘In accordance with the autheority contained in Title 10,
United States Code (U.S.C.), Section 113, I hereby delegate
to the Inspector General, Department of Defense, full power
and authority to act for the Secretary of Defense to respond
to requests for investigations under Title 5, U.S5.C. Section
1213 from the Special Counsel, Office of Special Counsel,
relating to allegations of viclations of law, gross
mismanagement and certain other matters.

The authority de.egated herein may not be redelegated.

Y
N .

i G2
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Report No. D-2008-TAD-005

On September 21, 2007, the U.S. Office of Special Counsel (OSC) referred
allegations to the Secretary of Defense concerning the United States Army Corps
of Engineers (USACE) installation of pumping equipment in three main structures
‘to protect New Orleans from further flooding. The OSC is authorized by 5 U.S.C.
§ 1213(a) and (b) to receive disclosures of information from Federal employees

- alleging violations of law, rule, or regulation, gross mismanagement, gross waste
of funds, and abuse of authority, or a substantial and specific danger to public

- health or safety. When the Special Counsel finds that there is a substantial

~ likelihood that one of these conditions exists, he is required to advise the -

2026535151 0SC

Department of Defense Office of the Inspector General

- Alleged Flawed Procurement of
New Orleans Temporary Qutfall Canal Pumps

‘ Intrmluctioh and Background

appropriate agency head, and the agency head is required to conduct an
investigation of the allegations and prepare a report pursuantto 5 U.S.C.
§ 1213(c) and (g). :

In this case, the Spec_ial Counsel concluded that there was a substantial likelihood
that the information providsd by a Federal employee disclosed allegations

~ covered by 5 U.S.C. § 1217, and referred the matter to the Secretary of Defense

“for investigation. The Special Counsel summarized the whistleblower allegations ..

as follows . .

(1): the costly .pumpin.; equipment at three “outfall gated canal closure
structures,” which is part of the flood ‘protection design to protect New
Orleans, was mherentl) flawed due to poor pumping and hydraulic systems

~ designs; R

(2) pumping equipmehi that had previously malfunctioned under favorable
contractor testing conditions, and subsequently shown to be defective, was

knowingly mstalled b USACE employees and . . _ [the contractor]‘
personnel; ‘ : and
(3) USACE employees and . . . [the con&acto'r] personnel circumvented

contract requirements rclated to contract modification and notifications.at

_ the expense of public safety and proper contract oversight.

Prior to Hurricane Katrina, the New Orleans Sewerage and Water Board pumped
rainwater from the city into three drainage canals at 17th Street, London Avenue,
and Orleans Avenue. Thesc three canals flowed into Lake Pontchartrain
unrestricted and while they were sufficient to prevent some, but not all, flooding
from rainfall events, they were vulnerable to storm surges during a hurricane.
-The floodwalls lining both sides of the canals were designed to protect residents

|

* May 14, 2008

@oo7/029
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from surges in Lake Pontchartrain driven by storms up to the “Standard Project

- Hurricane,” roughly equivilent to a fast-movmg category 3 hurricane. During -
Hurricane Katrina in August 2005, however, several breaches occurred in the
floodwalls. This allowed ¢ 51gmﬁcant amount of water from Lake Pontchartrain -
to enter the city of New Orleans. : :

- The United States Army Corps of Engineers (USACE) took action to restore New
Orleans’ flood protection to a pre-Katrina level by June 1, 2006, the beginning of
the next hurricane season. The USACE considered strengthemng the drainage
canal floodwalls but decided to postpone this effort due to cost and time
constraints. Instead, USACE decided to install three interim closure structures at
the points where the canals meet Lake Pontchartrain. These closure structures,
which remain open during normal weather periods, would be closed during major

. storm events to prevent a I ake Pontchartrain storm surge from entering the
canals, breaching the floodwalls, and overflowing into the city. However, the
closures would also prevent rainwater in the canals from flowing into the lake. :
- Because the gates remaine! closed‘during a storm surge, large capacity pumping
systemns were needed to pump water out of the canals and into the lake.

The National Oceanic and Atmospheric Administration (NOAA) created storm
event rainfall models for 10, 50, and 100-year storm events for the New Orleans -
canal system. The storm model used historical data to determine the average /of

the worst storms that have occurred every 10, 50, and 100 years. The statistical
data was then used to predict an event that has a 1% probablhty of being equaled

or exceeded in any year.

The Interim Closure Structure‘s Temporary Pumping System was 8esigned to
pump water for a 10-year r.iinfall event; not a 50-year or 100-year rainfall event:
like Katrina. A permanent pump system is planned to be completed by 2012 and
vw111 be designed to handle i lOO-year storm event. :

The USACE initiated the procurement of 34 large capacity hydraulic pumping -
systems to provide pumpiny capacity by June 1,2006. Six additional pumps were )
procured to supplement the pumping capacity at the 17" Street Canal, the largest -
canal. The USACE stated tnat additional analysis in mid 2006, determmed thata
significant additional pumping capacity would be required at the 17" and London
Avenue Canals to meet the 10-year rainfall event. Therefore contracts were let in
2007 for 19 direct-drive pu:nps to meet the 10-year ramfall event.

Each pumping unit consists of two major mechanical components; the hydraulic

- power unit (HPU), which is located on an elevated equipment platform, and the

water pump, located in the canal on the protected side of the closure structures.
The two components are ccanected by hydraulic lines. The water discharge
“piping runs from the water pump around the closure structure and then discharges
into Lake Pontchartrain. Tl following terms are used i in this report to dmtmgmsh
components of the New Orleans Outﬂow Canal Pumps: : ,

N
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Hydraulic Pumping System
1. Pumping, Unit
- a. Hydraulic Power Unit (HPU)
b. Water Pump
2. Hydraulic Lines ’
3. Water Discharge Piping

-Each pumping unit underv ent testing at the factory and in the field. Problems
~ were continuously encouniered and corrected throughout the acquisition
process. -Final contractual acceptance testing was completed on September 15,
2007 .

Conduct of the Investigation

‘1009/029

We began the investigatior: on October 26, 2007, based on information provided

-~ by the Office of Special Counsel, which included the-“Whistleblower Disclosure
- - Affidavit” dated August 13, 2007; a Memorandum for Record (MFR) dated B
May 3, 2006, entitled “Defzctive Pumping Equipment,” a “Declaration of .. - [the

.complamant] ” dated October 13, 2006, and a “Declaration of ... [the
complainant],”dated Apnl 73 2007. v

* Based on the information cescribed above, as well as a subsequent interview with

‘the complainant we categarized the specific allegations into the following five
areas 1n order to cover the :ull range of concerns: Design, Testing, Installation,

- Operational Capabilities, and Contract Issues. Specific allegatmns in each

. category were then addressed durmg our ﬁeldwork s

 The interview with the com: plamant included the USACE Los Angeles District -
counsel, who participated ¢s an observer at the request of the complainant.
During our interview, the complainant provided shop inspection reports, the -

contractor Quality Control /QC) reports, the complainant’s testing documentation _

~detailing test results of most purnps, and a MFR dated May 29, 2006, entitled

“Implementation of New C OIICCthC Measures to Correct Pumplng Equlpment o

Deﬁc1enc1es

We also interviewed perso1nel serving with the New Orleans District USACE,
including the Project Manauer, the Assistant Project Manager, the Contracting
Officer'(CO), and the Resident Engineer / Contracting Officér’s Representative:
(COR). They provided cor tract documentation including the contractor proposal
and the 33 contract modifications, New Orleans Military Interagency Procurement .
~ Request (MIPR) to the Jack sonville district for QC services,' USACE and
Hydraulic Institute (HI) standards, storm event studies, operational test
procedures, test logs, USA( ‘E’s Engineer Research and Development Center

! The USACE New Orleans office issued 1 MIPR to the Jacksonvxlle district ofﬁcc to obtain quahty control
" services at the contractor’s productlon fac: llty in Deerfield, Florida.

3
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| (ERDC) capacity test repo:ts, USACE’S Quality Assurance Reports (QARSs) at the.

installation sites, and pump maintenance logs. Meetings were held with USACE

Headquarters and Governnient Accountability Office (GAO) Headquarters.

As part of our work, we examined other studies and evaluations of matters
concerning post-Katrina flood control in New Orleans. ‘Some of these studies
'spec1ﬁcally addressed the «llegations made by complainant and will be referenced -
in this report when appropr 1ate. Those studies included the followmg '

U.S. Army Audit Agency, “Contracts of the Hurricane PI‘OtCCthI’l System in
New Orleans ” (A- 200(»-0198 -FFD) August 22, 2006

U.S. Army Corps of Engineers, “Final Report MVN [Mlss1351pp1 Valley, New
Orleans] Outfall Canal Pumps,” Independent Team Report (ITR), May 11,
2007

Govermment Accountability Office, “U.S. Army Corps of Enkgin‘eer‘s

- Procurement of Pumping Systems for the New Orleans Dralnage Canals,” -~
(GAO-07- 908R) May 23, 2007

U.S. Army Corps of En gineers, “MVN Outfall Canal Pu.rnp Report ”
Memorandum for Recor d (MFR), June 4, 2007

U.S. Army Audit Agen.yy, “Contracts to Restore and Enhance the Southern
Louisiana Hurricane Pr()teetlon System,” (A-2007- 0216-FFD) September 11,
2007

Government Accountability Ofﬁee,‘ “Army.Corps of Engineers Known

Performance Issues with New Orleans Drainage Canal Pumps Have Been
- Addressed, but Guidance on Future Contracts [s Needed ” (GAO-08- 288)

December 31, 2007
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Summary of Evidence and Analysis » T

As discussed above, we categorized allegations concerning the Interim Closure v
- Structure, Pumping Station Project, into five issue areas: Design, Testing, ‘
. Installation, Operational Capabilities, and Contract Issues. We a551gned numbers

-to the allegatlons for ease nf reference. 4

Desngn Allegatlons

| Allegation #1: Flawed design allowed air to'enter into Denison hydrauhc pumps
on the HPUs causing damage and subsequent failure of the pumps. '

‘Facts: The contract states.

The work under this ection shall consist of providing all pumping
equipment including th= hydraulically driven pumps, diesel drive units,
- and all piping, appurenances, mechanical and electrical system .as
shown on the drawings and as specified herein. ‘

It goes on to state:

The supplier‘of the puinping equipment mentioned above shall assume
_ , responsibility for the proper functioning of the hydraulic motors,
. T -pumps, and hyd.rauhc d-ive umts asa complcte System

The clause concerning the Contractor’s obligation under War.ranty‘
of Supphes of a Noncomp] 2x Nature, states: N

All supplies furnished ander this contract w1ll be free from defects in
material and workman-hip -and will conform with all requirements of
this contract... '

~ The USACE stated that the Denison hydraulic pump design used in this
acquisition was a standard alesign. The December 31, 2007, GAO,report stated:

..according to the Lalk. Borgne Levee District official, this pump has
been successfu]ly used for about 20 years without having to prime the
pumps prlor to start-up.

- The de51gn requlred a prescribed start-up procedure for the HPU. The operating
procedure required the opeyator to start-up the HPU at a slow speed and gradually
‘increase it to the normal op. =rat1ng speed. Doing so would properly dissipate air

_that entered the hydraulic pipe whenever the suction pipe was opened for repairs
and maintenance. If operators did not follow prescribed procedures for the initial

start-up of the hydrauhc po-ver unit (i.e., conducted a rapid run-up), trapped air
would cause a “dry run” and tear up the hydrauhc pump
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The prob]ern was addresseid in the December 31, 2007, GAO report as follows: .

Corps officials from tiie New Orleans District emphamzed to us that the

redesign was requested to more adequately meet their needs, not because of

concens about the pumping systems operating as intended. ..[the

contractor] subsequent] y agreed to modify the design of the hydraulic 'mtéxke

, line at the request of the Corps. According to Corps officials, by the end of

- July 2007 and at its >wn expense...[the contractor] had redesigned and
reinstalled the new flocded sucuon design on all 40 pumpmg systerms.

" The June 4, 2007, MFR and May 11, 2007 ITR also addressed this issue and
made recommendations th:t have since been implemented.

- This air intake problem first occurred during factory testing and surfaced again in
June-July 2006 after the wiiter pump systems were installed at sites. The L
contractor provided a temporary solution by first installing a safety valve on the
~ hydraulic intake pipe to bleed the trapped air. The problem was resolved -
o . permanently when suction sipes were submerged in oil and moved to a grawty
' feed” position in the hydraulic tank. On July 12, 2006, a no cost contract
| modification was issued tht required the contractor to modify all existing -
| ~* hydraulic tanks to a floode:l intake for the hydraulic pumps. After the
- implementation of the modtﬁcatlon, each of the hydraulic pumps was tested pnor '
to acceptance. . ‘

" Analysis: The allegation was not substantiated. The hydraulic pump design was
a standard design that required a prescribed start-up procedure. The air intake
“problem arose when the operator did not follow the prescribed hydraulic power
unit start-up procedure sub:equent to suction pipe flange repairs. The possibility
- of damage from improper start-up was eliminated by implementing a rio cost
modification that required 1hat the suction pipes be moved to a “gravity feed”
position in the hydraulic taiks that submerged intake pipes in the hydraulic oil
 tank thus preventing the air from entering into the pump. We concluded that this
" -was a reasonable approach ‘o eliminate the risk of damage and was accomphshed
‘atno additional contract cost to the Govemment

Allegation #2: The compliunant alleged:

"' While trying to meet the contractually required testing requirements the
pumping equipment experienced voluminous severe hydraulic system =
component failures, and ultlmately, catastrophic pump assembly failures.

The complamant went on t¢ state that failure occurred because the HPU
. components, including cams, hoses and piping were not designed to operate at -
3000 pound/square mch (psi) hydraulic pressure as requlred
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Facts: The contract expli:itly states:

All reinforced supply l:ose . .. shall have a minimum safe working pressure
of 3,000 psi. . :

Durmg April 2006, HPUs and the water pumps were tested together at -

- the contractor facility. The tests were observed by the USACE o
representatives from the Jacksonville District quality assurance team

including the complainant A number of test failures were attributed to
improper functioning of Denison hydraulic pump units. The problems
identified with the hydraulic pump components were: inappropriate cam
and hydraulic hose sizes, szals, o-ring failures, and excessively hot
hydraulic oil. These discrepancies were reported by the complainant and
were acknowledged and acdressed in the ITR as follows: -

b. 12 April first initia: wet test and within 95 minutes there is a fallure of
pumping components. ‘ :

c. 13 April determninec: cam rings in hydraulic oil pump were wrong size
causing failures. Originally the hydraulic oil pumps had cams of typeno. 66 .
& 42;.. [the contractor. replaced the 42 with a 50 to increase oil flow to the
Rineer motor [water pi:mp motors]. Corps personnel discovered that the 50
cam could not handle a continuous running pressure above 3000 psi. The
cams were then at Den:son’s request to replace all hydraulic oil pumps with
type 72 & 45, which Denison later indicated will run satlsfactorxly at a
continhous running pre ssure of 3200 psi...

The ITR d1scussed the cam size issue further and stated

Also, sometime ‘in Jul: 2006, it was also found that...[the contractor] had
installed cams that wouald not operate at pressures >3000 psi, the current

.. system pressure being ceveloped ranges from 3000 to 3200 psi. They had to
replace the cams in the hydraulic system that would work for pressures
>3000 psi. The currert hydraulic systems now have the proper cams in
place accordmg to the r 1anufacturer

The ITR also addressed the flexible hose problem,; it stated that the
hydraulic oil high pressure hoses failed and the flexible hydraulic hoses
that were below the water line were replaced with rigid piping. This

&ho13/029

corrected corrosion issues vith the galvanized quick connects under water.

USACE representatives told us that some of the 4-inch diameter intake
hoses attached to hydraulic pumps were rated for water use but were not
rated for hydraulic oil.. The contractor replaced the water hoses when
the problem was brought tc their attention. Some of the hyper extended
o-rings/seals and improperly installed seals on the water pump motors
were also replaced at instal‘ation sites. All Denison pumps were 100
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percent inspected at the sites for-defective parts. All inappropriately
sized cams were replaced it the factory as well as at installation sites.
- No underrated component:. were allowed to remain on the HPUs.

Analysis: The allegation was substantiated. HPUs initially failed factory tests
due to pump component fzilures. The cams, hoses, o-rings and seals failed

-because they were under rated and did not meet the 3000 psi requirement, were
of inappropriate size, were 1ncorrectly installed, or had manufacturing defects.
We concluded that reasonable corrective actions were taken when problems -
were detected during factory tests, during 100 percent field inspection of the
HPUs, and during acceptance tests conducted in the field. Corrective actions for
the above items were acco:nplished at no additional cost to the Government.

T estihg Allegations

“Allegation #3; Factory testing for the hydraulic pump, and water purnp ‘was
incomplete and defective equipment was shipped to the sites:

Facts: The original contract called for a performance test that measured pumping
capacity. USACE representatives stated that they had problems performing these
tests and obtained the services of an outside consultant to investigate these issues.
The consultant reported that it was not a normal practice to test the capacity of .
every pump in the same production run. Variation in performance between
identical pumps is expectec: to be slight based on manufacturing tolerances.

~Based on that assessment, 1 JSACE decided to replace the performance test with a
5-hour endurance test, which focused on the HPU. Each HPU was connected to a
water pump for the test. Ac cordmgly, the contract modification backup

documentatlon stated: “

_The prior testing requir vd a 1 hour run test per pump and drive umt which
was being conducted s: multaneously, as well as two full size, seven point
tests on two pumps, the new procedures requires 5 hours per drive unit as
well as a 24 hour rin fe-t on one drive unit and pump combination.

The 5-hour test was later reduced to 3-hours based on the recommendations from
'USACE engineers and the'« .onsultant who stated that there would be no benefit to .
: conductmg the test for long:r than 3 hours.

\.
N v

The contract modification deleted the re‘qui’rement for testing each hydraulic
pumping system. However. because there were numerous problems with the
HPU during the factory test. the USACE decided to test every HPU, but test only
a sample of water pumps Ultimately, 9 water pumps were not tested.
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The-contractor’s quality c.ntrol forms documented that each of the HPUs
completed the 3-hour fact.ry test before being shipped. However, our review of

" the complainants’ documentation and the Jacksonville shop inspection reports
revealed that the Government identified one unit as not accepted. The
Jacksonville shop inspection states:

This DU was previously tested on 4/29/06 at 1955 Hrs. The unit shut down
during the test for no pparent reason. CAT personnel troubleshot the unit
and found a burned fuse and replaced it. When the engine was turned on it
went through the automatic throttle, but could not hold the 1800 RPM.
Also, the auto accumu lator solenoid valve was not holding the pressure due
to a possible interna) leak. The pumps have to be engaged manually
Therefore, this engine s not. aceeptable

Desp1te the failed test the HPU was shipped to the 1nstallat10n site. When the

USACE found out that the pump was shipped without the Government’s approval

of the testing, the project rianager reviewed the issues found during factory tests

- and decided to correct the sroblems with the unit at the installation site rather than
sending it back to the factery. After repairs were made, that pump completed the
acceptance test in the field and accumulated a total of 25 hours as of March 2008

Analysns: The allegatlon ‘was partially substantiated. The Jacksonville shop '

inspection reports show thiit one HPU did not pass the 3-hour factory test. We

believe that the project manager’s decision not to return the unit back to the R
factory and to correct all the problems with this pump at the site was reasonable,

under the circumstances, because repairs could be accomplished in the field

without incurring the delay and expense of returning the unit to the factory.

Ultimately, this HPU passcd the acceptance test at the site and logged more than

25 running hours. Testing of other umts was accomplished as specified by the -
‘contract modlﬁcat1on '

Allegation #4: The cornpla'mant alleged:

New' Orleans. TFG jump team personnel were fully aware of the
voluminous purnping quipment failures at the contractor testing facility,
and were also fully aw::re that the more the pumping equipment was run the
more it experienced ci-tastrophic failures of the purip assemblies and the
hydraulic systerns components.

_ _Facts Although the factorv and installation testmg of the hydrauhc pumping
‘systems revealed numerous problems the USACE and the contractor took
. corrective actions by perfo:ming inspections and fixing the problems as they
found them. Confidence ir: the reliability of the hydraulic pumping systems has
grown with the number of 1ours that have been accumulated from the 3-hour
* factory tests, the on site op.rational tests, the 2-hour on site acceptance tests, and
subsequent maintenance runs. :
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As of the end of March 2008, the HPUs have r run from 13 to 50 hours, thh an
average of 24 hours, and the water pumps have run from 7 to 77 hours, with an -
average of 18 hours. Bexide the vigorous 3 -hour factory tests, 2-hours acceptance
- test, and accumulated total running hours, the USACE also ran continuous 12-
-hour tests on two hydraulic pumping units-at 1000 psi at the factory anda’ - -
contlnuous 36 -hour test on one HPU at 3000 ps1 at the site. See charts bclow
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‘The hydraulic pumpmg Sy stems are now operanonal and managed by the New IR
~ Orleans District Operatior: Division. - The systems exerclsed periodically to ensure
their readiness. Logs are kept with problems each pump encounters. Confidence

in the rellablhty of the hydraulic pumping systems is also supported by the low
number of problems encountered by the New Orleans District Operation Division

as documented in their ma ntenance log ﬁles We reviewed these files and only
found routme mamtenance 1tems .

10
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- Analysis: The allegation wvas not substantiated. Although the factory testing of
the HPU revealed several problems with specific components of the hydraulic
~ pumping system, the USA CE and the contractor took appropriated actions to
correct known performance problems. Additionally, the average total running -
“hours of each hydraulic pumping system up to March, 2008, gives us addltlonal
confidence that the system will rehably operate when needed. :

Allegation #5: The complainant alleged:

Appropriate and sufficient field testing requires delineating specific and
befitting operatmg par.meters with suitable engineering testing formulation,
field engineering over-ight, and record keeping - to date, to my knowledge,
- this has not occurred. Simply tumning one, a couple, or a few pumps on for
15 to 45 minutes, undar unknown conditions, with minimal oversight, and
with no record keepirg of the conditions, parameters, or oversight is not
sufficient. The pumpin.g equipment failures I witnessed most often became
evident after hours of run ‘time under normal operational speeds and
pressures. At a minimum, real event operating conditions (as in a burricane,
i.e., ful! operating speeds and pressures) and run times (12 to 24 hours or
more) should be applied for any field testing to ensure the pumping
‘equipment operates a- intended, and design defects have been mitigated

properly.

Facts: The USACE prepared a test plan for the final acceptance of the hydraulic -
i pumping systems in the ficld. The plan included the requirement to run for a
minimum of 2 hours continuously with engine speeds of 1800 rpm and hydraulic -
pressure of 3 ;200 psi. The testing monitor was to verify a steady state condition
, with engine rpm, hydraulic: system pressure, hydraulic oil temperature, engine
\ , " . jacket water temperature, «.anal level, amb1ent conditions, and no leaks from
o hydrauhc and fuel systems. -

The final acceptance tests for each hydraulic pumping system were conducted in
the field by the contractor with oversight by USACE. USACE documented the
tests with ‘quality assurance reports (QARSs) which recorded the testing pa:arneters
including pump-speeds, rua times, temperature, and deviations from test -
procedures. The 40 systenis were accepted by the Government. The QARs ,
documented that 4 of the bydraulic pumping systems were accepted with only 1.5~
hours of testing and 6 systums were accepted with reduced speeds for the last half
hour of the 2-hour tests, 1400 rpms instead of the required 1800. The reduced run
times and speeds for the ac ceptance tests were caused by the canals running out of
water, rather than an actual or anticipated equipment failure. USACE personnel
stated that they accepted the systems with reduced hours and speeds because
performance was demonst ated in the ﬁrst 45 minutes by reaching steady state
condmons

In addition to the acceptance test for the hydraulic pumping systems, the USACE
also performed a 36-hour test to prove that the HPU would function for that
period of time. This test was performed with a HPU connected to a rented water
pump in the canal. :

11
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~ Analysrs The allegatron was partially substantiated, in that test runs were shorter RESEREE
. than the 12 to 24 hours recommended by the complainant. ‘However, the USACE
~did develop a test plan and recorded ini QARs the extent to which each pumping
~ system met the test requircments. Due to the limitation of the water level i 1n the
. canal, the test procedures performed by the USACE and contractor . were adjusted
el but sufficient to demonstrate that the hydraulic pumping systems will function as
* designed. The 36-hour test on the HPU and the additional run hours on the
- hydraulic pumping systems provide additional evidence that these hydraullc
3 pumpmg systems will meet endurance requuements

’ Installatmn Allegation ‘
‘ Allegatlon #6: Defectlve and untested pumplng equipment was 1nstalled

: Facts: - As discussed abov.:, 9 water pumps were not factory tested pnor to
A - installation and one HPU wvas received at the site without Government approval of
the 3 hour factory testing. Problems identified at the factory testing included
undersized gear oil circulation motors, hydraulic motor vibrations, suspect pipe -
welds, and lower than expccted pumpmg capacity. Under the contract, final =~ . o
acceptance of the hydraulic: pumping systems was not at the factory It occuned ' '
in the field after, final acce ptance testing. - , - ‘

:Additional hydrauhc pumping system issues were identified and corrected in the
field, including hydraulic cil with foreign contamination (metal shavingsanda. = .
jello like substance). ' We found that the problems were solved and that the o

. ‘systems are now fully opermonal : e,

' The December 31, 2007 GAO Report addressed the issue as follows

" Each pumping system has been successfully tested on site .. prov1dmg

" greater assurance that they perform as designed during future hurricane .
seasons...the Corps stited that all of the outstanding repairs have been .
completed and on-site t=sting indicates that the Hydraulic pumpmg Systems
are fully operational. F nal acceptance of the pumping systems is expected
to be completed early it calendar year 2008. , _

, 'Analysm The alIegatlon was partlally substantlated All HPUs were tested at
 the factory before shipping. However, as noted above, one HPU failed factory

test but was shipped to the =ite and 9 water pumps were not tested at the factory.
However; all defects relatec: to these problems were fixed at the 1nstallatxon
sites. Indeed, the USACE ] -as taken extensive corrective actions to fix the -
problems at the sites from April 2006 until May 2007. All 40 HPUsare in place
and have been successfully installed and tested. We consider this approach -
reasonable in view of the wgency of achieving an immediate i improvement to
New Orleans’ flood control protectlon and the unprecedented capacxty of these
,1nd1v1dual pumpmg umts ’

12
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' Allegatlon #7 USACE a. lowed Iess than full dc51gncd capac1ty pcrformancc as

' Facts The contract stated that the pump shall be able to opcrable through the
- entire range and within a t>lerance of 0 to plus 5% of capacity in gallons/minute
.(gpm) at a given Total Dynamic Head in feet of water. The required capacity in
this opcrable range is specified in the followmg chart from the contract:

1 Des:gn Condition Max Hcad : Operating Point | Low Head

' Design Point - _ ‘ o Design Point
Flow ) | 85,000gpm | 98,000 gpm 105,000 gpm

| Total Dynamic Head 16.8 FT. 12.1-FT. ~ 8.5FT.
(TDH) ) S o

| Yoefficiency 80% . 81% 30%
‘Max. Speed 400 RPM 400 RPM 400 RPM
Max. Horse Power 720 ~690 640

- The Request for Proposal (RFP) rcquired and ﬂie'contract_or provided a certiﬁed” '.

pump curve based on mod«1 studies identifying that the pumps proposed met ~

contract requirements. The original contract required a full scale capacity test on |
- each pump. Following the initial full size factory tests, USACE’s pump testing -
‘consultant traveled to the contractor’s facility to assess testlng issues and S

productlon delays. The cor. sultant s report stated:

I recommended - dropping ‘the pumip performance tests and adding an
endurance test for thre.- main reasons. First, there. was expected to be.only
slight variations in pump performance considering . they were “all .
manufactured to be 1de:1t1cal Secondly, I had a low confidence level in the
validity of the current performance tests and third we needed endurance
‘testing to weed out me chanical problems before the pumps are shipped to
" New Orleans. . :

“

The USACE initiated a contract modification to implement these
recommendations and repl:ce the full scale capacity test with a model tcst.

" In order to validate the coniractor’s original model test results a full scale factory -

test was performed by the ¢ ontractor in conjunction with ERDC in December
2006. The test results indic:ited that at the specified operating total dynamic head
conditions, the measured discharge capacity was lcss than rcqu]red as shown in
thc following chart: :

13
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TDH Required Capacity | Actual Capacity | % Reduction
168 ft 85,000 gpm 82,960 gpm 165%

121 ft 98,000 gpm: ' 93,982gpm . - |41%

8.5 ft 105,000 gpm 98 ,280 gpm | 2.4%

\
\

USACE stated that the acc uracy of the 1nstru.rnenta‘uon for thlS test was +/- 5%

Because the original mode! test was not witnessed by the Government the

USACE and the contractor agreed to perform an additional model test to ensure

the accuracy of the measwred capamty of the pumping systems. The model test -

- 'was conducted by the contractor in cooperation with USACE's ERDC in .
September 2007. The model test revealed that the hydraulic pumping systems'
capacity'was 1.4 percent lcss than required by the contract. The USACE stated .
that the deficit did not hav. significant impact because the 1.4 percent was within -
‘the testing equipment maryin of error and the interim system comprised of both

. the hydraulic and direct dI'lVC pumping systems still exceeded the 10 year event

’ system design criteria. .

-Model testmg was considered more accurate for pumpmg capacity. The use of a
model test is standard practice for a pump of this size accordmg to both the -
'USACE Englneermg Manual 1110-2-3105 and the HI Standard, ANSI/HI 2.6-
2000. ,

‘Analysis: The allegatlon was substantlated The model testmg de show that the.
- hydraulic pumping system:’ capacity was 1.4 percent less than required by the
~ contract. However, the USACE stated that the defi¢it did not have s1gn1ﬁcant _
- impact because the 1.4 percent was within the testing equipment margin of error
and the interim system con:prised of both the hydraulic and direct drive pumping
systems still exceeded the 10-year event system design criteria.- Because the total
system is capable of meetir:g the 10-year event design criteria, we find no basis to'
recommend equipment redusign or upgrade.

, Cohtract Is_s_ues Allegations

Allegation #8: The compl:: tihant ;élleged:

The Task Force Guardian ACE [USACE]" team vxo]ated Federal
procurement regulatiors with numerous and consequential unauthorized
commitments, acted - with implied authority without the knowledge: or
consent of the Contraciing Officer, failed to take corrective action ‘when
-knowledge of contracting xmpropnetles were made evident, and refused to
implement contract adm:inistration actions ordered by Contracting Ofﬁcer to
mmgate pumping desigy: deficiencies

Facts: The USACE contra.ting ofﬁCer stated that she was in constant contact
with the USACE team. We reviewed numerous emails, memorandums, records

14
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of daily phone calls, and documentation of meetings with the USACE project -
manager that confirmed ccntinual contact throughout the entire process ofthe = .
testing and delivery of the hydraulic pump system to the three sites. We found
IR " evidence that the USACE ieam addressed each of the problems identified in those
T T e records both at the factory and on site. Asa result of the continuous
= . involvement of the contracting officer, 33 modifications were made to the -
- contract from February 15. 2006 to'November 13, 2007. For example the " -
- modifications involving funds included spcc1ﬁcat10n changes to hydraulic piping
. and hose. Additionally, revisions of testmg procedures were made at no cost to
fthe Government '

' _The December 31,2007 G AO report stated:‘ : '

" We found much of the documentation that the ITR specifically cited as
‘missing - mcludmg request for ~proposals, independent government
" estimates, certified cost or pricing data, technical analyses, and prlce"'
. negotiation memorand.ams - was not required, because documentation was
not relevant to' the coutract modifications in question...our review found .~ -
that, for the most of th. contract modifications, there was evidence of some
analysis by the Corps a1d extensive back and forth discussion, usually by e-’
- mail, between ofﬁcra]s form the Corps and ...-[the contractor]. :

Analyms We found insuf'] 1c1ent ev1dence to support the allegatron :

Documentation confirmed continual interaction between the contracting ofﬁcer

and other members of the I/SACE team throughout the acquisition process: The
. -contracting officer stated that she was in daily contact with the project manager

throughout the duration of :he project. The Jacksonville quality control team

prov1ded technical support for the USACE team by prov1d1ng overs1ght of the :
- factory testing.

Allegatlon #9 USACE teim personnel did not engage in usuaJ and' customary
Corps of Engmeers contract administration practrces or condiict prOJect oversight.
and documentation that would ensure even mmrmurn requlrements could be met
 to protect the Government’ 3 1nterests : :
)

. v'_F,acts: The contract stated: :

The field test shall be witnessed by the Govemnment . . 'Start-up tests and
demonstration - shall - be performed by the pump manufacturer s
* representative and’ the C ontractor, and wrmessed by the Govemment

o The contract also requrred full size factory testmg w1tnessed by the Government
' 'prror to shipment of the - purps. However, we found that the process for
- ‘Government sign-off on the factory testing and designation of who had the
. authority to approve that thx eqmpment was ready for shrprnent was not '
¢ formalized. S L -
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»The contract adrmmstratlo a and documentatlon issue was extenswcly addressed

B by the MFR, ITR and the (3AO reports. These reports found numerous
deﬁc1en01es 1n contract dosumentation. . )

The June 4, 2007, MFR has addiessed documentation», contract administration and

~ oversight issues partially. [t stated:

’ My expectanon Is tha: the team should document their ongoing contract

Y

The ITR found certain key elements of the sohc1tatlon documents missing- from

procurement actions. € ven while working under crisis conditions. I will
form.a team to help :hem bring the documentation file up to date. - An
improvement in future operations would be to .deploy a contract
administration team to work along side the project delivery team, with the

‘sole focus of performing and assuring correct and cornplete contract actions . - -
- and documentatlon ” It further stated: “Meanwhile our team of engineers

worked with the manuifacturer in the factory to adjust/retrofit/improve the

pummps in-actual field conditions dally to dssure that the pumps reached the

required level of rehab lity. -

- the contract files. The ITR also noted several change orders (contract
,modJﬁcatlons) with appareat mlssmg docurnentatlon '

The Decernber 31, 2007 G.\O report als'o stated:

VContract files for the pumping systems, although mcomplete at the time of

the ITR review, now «ontain the required documentation for the type of *

contract and value of the associated modifications. In-a number of cases,
Corps officials inserted required documentatlon in the contract files several
months after modificat:ons were issued and only after the ITR reported:its

. findings. The ITR correctly noted the absence of some required

documentation. Howev:r, we found much of the documentation . that the

ITR specifically - citec. as - mlssmg—mcludmg requests for ‘ proposals,
independent governmer't estimates, certified cost or pricing data, technical
analyses, and price negotiation memorandums—was not required, either
because documentation was not relevant to the contract modifications in

question . . . Further, tie contract itself was not written as precisely as it -

should have been Spe.ifically, the original factory- test requirements were
ambiguous, there were iimited provisions for on-site testing, and there were
no criteria for acceptanc e of the pumping systems by the govemment

C L

GAO recornmended that the USACE

“Take - steps, through a-‘lditional guidance or otherwise, to reinforce the

importance of adhererce to sound acquisition practices even during

vexpedited procuremen s, inchuding ensuring - that important contract

provisions, such as any required testing, are clear and that the contractor
and the government unclerstand what conditions or criteria must be met for
successful complenon o''the contract.
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DoD (and the Army) concurr:zd with the recommendation and stated that USACE
. will review and revise, as necessary, current policies and regulations to ensure

~ that a reasonable period of tirae is identified for complctmg and ﬁhng contract
documents - : :

We found evidence of Government’s project oversight during factory and on-site

- testing of the pumping systeris. The complainant herself was a member of the
factory test oversight and site installation teams. Although a supply contract did
not require appointment of a contracting officer’s representative (COR), USACE
appointed the on-site resident engineer as the COR for the pump contract. The

USACE stated that a COR wiis not appomtcd at the factory, as there wasa -

shortage of qualified personnzl.

Analysis: The allegation conccrm'ng inadequate documentation was
substantiated. Several audits and examinations found significant deficiencies in
contract documentation. We consider it appropriate that the Army hastaken
actions to-emphasize the future need for proper documentation, despite project
urgency. We found that USACE provided ample project ovcr51ght at the factory

,as well

as at the mstallatlon sites.

Allegation #10 Original bicders for the contract would not have been rejected if
the requirement for factory lead testing that was Subscqucntly deleted from the
~ contract had not been in the F.equest for Proposal .

Facts: The December 31, 2007 GAO Report addressed the issue as follows:

" The testing specifications used for the RFP were nearly identical to those’
published by ... [the winn ng contractor], which included an open sump test
requirement. Aﬂer the ot ier manufacturers complamecl that the open sump .-

test requirenént was restrictive because only . [the winning contractor]
had an open sump, the Ccrps amended the RFP to delete this requirement.
This open sump test requ.rement was incorporated into the contract at tlie

time of award, however because it was oﬁ'ered by ... [the winning

contractor] as part of its pr oposal

 USACE rcprcsentativcs statc<.l that the open sump test requirement was deleted
- from the RFP and was not a fictor in the source sclecﬁon. I, therefore, had no
effect on the original bidders’ ability to compete. According to the contracting
officer, who was also the Source Selection Official, neither the fiill scale open
-sump test nor the contractor ficilities was a factor in the final selection of the
pump manufacturer. During “he source selection, each contractor was judged
only on its technical approach. project managemcnt expertise, past performance, and

small disadvantaged business initiatives. The winning contractor was rated

significantly higher onvthc selzction criteria.

- The winning contractor’s proposal mcludcd the conduct of full scale performance
testmg at the factory and ther.fore, it was left in the contract.
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Analysis: The allegatlon was not substantiated. Indeed the reqmrement for open
sump testing that some biddzrs found objectionable was deleted from the RFP in
“order to enhance competltlo 1. Moreover,.the Source Selection Official stated that‘
test faciliti_es were not a factor in judging the bidders.

i

Al]egatlon #11: The comp] ainant alleged

The Task Force Guarlian ACE [USACE] team refused to hold the ‘ o
contractor responsible fir providing accurate and truthful quality -control
documentation for pum ping equipment, and refused to hold contractor
responsible for engagin_; in mls]eadmg and deceptwe actions to conceal

" actnal number and nature of failures.

Facts: The contract requu*e Jd the contractor. to prov1de test documentation as
follows:

The Contractor shall provide and maintain an inspection system acceptable -
*.to the Government covering the supplies, fabricating methods, and special - |
tooling under this cont-act.” Complete records of all inspection work
performed by the Contrastor shall be maintained and made available to. the

Government during contract performance and for as long afterwards as the
contract requires. :

‘Documentation from the coriplainant and from the Jacksonville shop inspection ,
reports show problems and corrections at the factory that were not all recorded in -
the contractor’s factory quality control reports. However, the USACE was
informed of the problems and corrections were made to address pumping system
problems.

Analysis: The allegation was partially substantiated. The contractor’s
documentation did not inclucle every problem and correction. However, the ‘
Jacksonville QC team also provided documentation and USACE took corrective ;
actions when they became awvare of the problems. We found insufficient
evidence to conclude that the contractor engaged in deception to conceal

. equipment failures. We agres w1th the December 31, 2007, GAO report
recommendation: -

Develop procedures to :msure that any contract related documentation,
including that related to contract pricing, is completed and filed within a
reasonable period of time

~Allegation #12: The USACI: team personnel refused to hold the contractor
responsible for hydraulic oil with foreign object contamination (metal shavings,
etc.), and hydraulic pipe flushing procedures that caused hydraulic oil to sohdlfy
within the hydraulic system. ' '

18
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In the complainant’s October 13, 2006 Declaraticn the co‘rnplainaint alleged:

We have had issues of the hydraulic oil in the hydraulic system of the

and refilled...during an inspection of the hydraulic reservoir there was
discovered a large amcunt of hydraulic oil in the bottom that had turned to a
Jell-O like consistency (4" thick slab about 1.5’ x 4’). In addition, during
the inspection of the Denison hydraulic pumps there was observed large

* number of pumps that had a jelly like substance through out their internal

Facts:

‘The contract stated that the contracting ofﬁcer'rnay require, by written not'ice,‘
the prompt correction or renlacement of any supplies.  Even though the contract -
does not specifically mentn m hydraulic oil, the above c¢lause apphes tothe -

workings. It was late- discovered by our testing lab that the Jell-O like

substance was causec by a reaction of calcium and water within the
hydraulic oil. The calcium was lntroduced by the pickling compound used -
in the hydraulic pipin.: provided by [...the contractor] and the water was. -
present by virtue of th: hydraulic system not being 100% contained [...the =
--contractor’s] own flushing procedure caused the pickling compound to be

introduced to the hydraulic oil, and the subsequent introduction of water

caused the reaction to wccur. [...The contractor] stated during a meeting on -

this subject that they ¢id not feel it necessary to rectify this problem and

‘would not take measurcs to correct it. When I asked [...the contractor] if the
Jell-O like hydraulic oi! met the specifications of the hydraulic oil required -

by the Denison hydraulic pump and Rineer motors, they did not answer.
My understanding - was the government was to bear the cost of
flushing/cleaning/refill: ng all the hydraulic pumping systems because [...the

_contractor] refused to ¢o so (a day before I left New Orleans three contracts

were being awarded to outside contractors to perform the needed

flushing/cleaning/refilling). This cost, and all assoc1ated costs, should be

born by [...the contractc r]

-The contract incorporated several FAR clauses by reference and stated

All supplies furnished under this contract will be free from defects in
material or workmans 1ip .and w111 conform to all requxremente of this
contract. » . ‘

* hydraulic oil.

_ Numerous 1mpur1t1es were notlced in the hydraullc system installed at the 51tes
( - The impurities were attribuied to slag from welding operations and metal
shavings from sawing and pipe cutting operations entering hydraulic pipes dunng

- the building of plpe racks by the on-site contractors.

Additionally, a jelly like su’ vstance in the hydrauhc fluid reservoirs, on the tank
filters, and hydraulic pumps located at Orleans and London Avenue canals was
observed. Testing of the filter indicated a high level of Calcium, Boron, and -
Silicon, which was believec to be the result of the oils used in the pickling
process. Additionally, the suction strainers and hydraulic fluid reservoirs
contained large amounts of metal particles. USACE personnel informed us that

19
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the hydrauhc pump units were shrpped to the New Orleans s1tes with hydraulic orl‘

‘in the reservoirs. During installation of HPUs additional hydraulic fluid from a’ ‘

~ local supplier was added. ‘When the two hydraulic fluids mixed, ajello like

- substance formed. An analysis. of the hydraulic fluids revealed that the two

~ hydraulic fluids had different consistencies. The contractor replaced the hydrauhc

fluid but insisted that the Fydraulic systém was clean and did not require further
flushing and cleaning, The contract did not specify a specific procedure for -

- flushing and cleaning the h ydraulic pipes. Therefore, the USACE decided that -

long-term reliability woulc: be best served by requiring a cleaning process that
was not specified in the contract. In July 2006 two contract modifications were

- issued to implement . new c»eanmg and ﬂushmg of hydraulic plprng at the three

installation sites.

Analysis: The allegatron vas not substantrated The USACE enforced contract

- “~provisions.  The contractor replaced the contaminated hydraulic fluid that had - ,
__turned-into jell-O lrke substance but insisted that the hydraulic system was clean -

“and did not require further flushing and cleamng The USACE realized that" the

coritract did not specify a specific procedure for flushing the hydraulic pipes.

Therefore USACE determined that for long term reliability the system required a -

more thorough cleaning to prevent metal particles and other i Impurities from
getting into the hydraulic pump units. The additional cleaning. was' accompllshed
through contract modlﬁcatr ons: at Government expense.

- Allegatron #13: The hydL ulic piping supplled by the contractor 1s not in.

accordance with accepted mdustry standards

Facts Sub-section 2 4 of 1 he contract stated the hydraullc p1p1ng requrrements as

‘ follows

':Hydrauhc lmes connec ing the power umt to the pumpmg unit shall be aiion L e

. ‘combination of black st:sel pipe and reinforced hose and shall be installed in- -+ = -
. accordance with the druwmgs and'as specified herein. Supply pipe shall be -
ASTM A106; Schedu]e 80 seamless black steel pipe, and return. plpes shall )
- be ASTM A106, Schedl le 40 seamless black steel pipe... - ’

USACE representatlves stax ed that the contractor supplled the prpes 10 the .

0267029

- standards specified in the contract.. The contract required pipe meetmg American
~Society for Testing and Marerials (ASTM) A106. ASTM A106 is 2 material -

'propertles specification which is venﬁed by mill certifications. The propertles

identified in ASTM A106 are used in the formulas of the American Society of

o ’Mechamcal Engmeers (ASME) codes B31.1 and B31.3to determme the pipe srze

However, the ITR stated “"l he hydraulrc piping does not meet the requtrements of v

ASME B31.1..” and recommended, “...that a certified hydraulic systems

’ inspector determme if the sy stemn is free of shock loading and certify that the
. System as ‘built is safe to opcrate for the intended use.” -
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In response to the recommendatlon made in the ITR, USACE l'ured a professmnal L
- engineer who performed an evaluation to determine the suitability of the
- hydraulic piping system d:sign and construction. The consultant was advised by ,
- an ASME representative that code B31.3, not code B31.1, was the proper code for"
- _ this application. Using the formulas found in ASME code B31.3 and the
“properties of ASTM A10¢ pipe, the consultant determined that the piping was in
- accordance with the appropriate industry standard. In addition, he tested the
- installed piping system at (.5 times the design pressure (4500 psi) and observed -
no failure in piping and found the- system worktng satisfactorily. The professional
engineer concluded that the hydraulic piping system, design, and construction '
were suitable for transmitt:ng power from the diesel engine to the vertical water
~ pumps. Shock loading i in the drive was not an issue. There were no rapid closmg '
" valves in the oil power system. Engineering calculations indicated that the plpe :
~‘envelope did not present a safety hazard. In summary, the professronal engmeer
_.found the existing hydraul c p1pes adequate . - :
In addition, another conswtant ana]yzed the adequacy of the ASTM A] 06 ,
Schedule 80 black steel plpe used as hydraullc condults for the pumps. He stated
~in hlS report: o

Based on the above observations and ...[the contractor representatrve] e-n
mail dated May 18, 2006, we believe that the 3” diameter Sch. 80- seamless
black ‘steel plpe is ad.quate for the hydraulic conduits for the hydraullc
pumps at the 17" Stree; Canal Interim Pump Station. : o

| Analysxs The allegatron was not substantiated. The hydraullc plpCS supplled by |
' the contractor met the contractual spemﬁcanons and accepted industry standards.
" The ASME advised that the correct standard for th1s purpose was ASME B313.

1

Allegatlon #14: The cornplalnant alleged

...they [the contractor] referred to my mandated 100% presence for pump
N testmg oversight by USACE QA [Quality’ Assurance] personnel, including .
. full QA and photograp hic documentation of all ongoing purnp equlpment
testing, to be excessive, ‘unnecessary, and somehow detrimental to gemng
pumps delivered to the sity of New Orleans. R . ‘

. Facts: The USACE representatives told us that the contract did not specrfy the
SN extent of oversrght dunng tactory testmg The contract states:

Full size factory testm7 shall be w1tnessed by the’ Govemment prlor to
shipment of the pumps. ' ‘ :

The contract also includes by reference F AR 52.246-2 which states:

" The Government has the right to mspect and test all supplies called for by
the contract, to the exte1t practlcable at all places and times, including the
period of manufacturc, and in any event before acceptance. The
Government shall perferm inspections and ‘tests in a manner that will ‘not

: h J :
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" unduly delay the work - The Government assumes no contractual obligation
‘to perform any mspec zion and test for the benefit of the Contractor unless
specifically set forth e sewhere in this contract. :

In response to the contrac{or’s expressed concemns regarding the eomplainant”s
oversight activities, USACE assessed the i issue and mcluded the following
statement in a contract modlﬁcatlon :

" Inspectors are to be rotified of the initiation of test with enough time to .
travel between test sit::s and witness the beginning and endmg of all tests,
- even 1fon]y one mspet tor is-on duty at that time.

Analysis: We confirmed 1hat the contractor raised objections to the

complainant’s rigorous ov.rsight activities because the original contract intent

was not clear regarding the extent to which Government representatives would be

involved in pump testing. We concluded that USACE management reasonably R

. attempted to balance the nced for Government involvement in testing with the '

. need to avoid the type of interference which could slow production. The USACE
"~ decision to modify the contract to require thé Government representative to :

witness the beginning and end of each test was an acceptable approach.

-

Conclusion and Actions Taken or Planned

' ‘The New Orleans Temporury Outfall Canal Pumps were procured and mstalled
under emergency conditiors. The project team made many hurried dec1srons that

“'sometimes left protocol and documentation lacking. However; our review -
revealed a dedicated effort by committed professionals, including the
complainant, to procure, debug, and install a temporary outfall canal pumping
system to help protect the people of New Orleans. According to information we -

- obtained, this was the large st pumping sybtem ever procured by.the USACE,
having a 60-inch water purap diameter. The largest pumps prev10usly procured

by the USACE had a 42-inch diameter. ,

- As indicated in this report, we found several of the allegations were substantiated.
Testing at the factory and c¢n-site disclosed numerous deficiencies that were
~corrected by the contractor at no cost to the Government, or through contract v
“modification when necessary. Furthermore, the effort to producé and install the
pumping systems on an exjredited basis resulted in the failure to properly
document the contract files  However, we consider these deficiencies
~ performance-related shortc: »mings that did not rise to the level of a serious -
- violation of law or regulation, abuse-of authority, or gross mismanagement. Nor
did they result in a gross w.ste of funds or a danger to public health or safety.
- Accordingly, we found inst fficient basis to-make a referral to the Attorney
General pursuant to Sectior: 4(d) of the IG Act or to recommend drsc1p11nary
action agamst any Governn ient employee o :
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improve the management of future expedlted pro_] ects as set forth below. We - o
make no. addmonal recom nendatlons S

GAO REPORT ‘.)8-288,"ARMY CORPS OF ENGINEERS:
- KNOWN PERFORMANCE ISSUES WITH NEW ORLEANS
" DRAINAGE CANAL PUMPS HAVE BEEN ADDRESSED, BUT
GUIDANCE ON FUTURE CONTRACTS IS NEEDED,"DATED -
" DECEMBER 31, 2007, (GAO CODE 360879)

DEPARTM ENT OF DEFENSE RESPONSE TO THE
: RECOMN[ENDATIONS

: Recommendation 1: We recommend that the Secretary of Defense require l

* the: Cluef of Engmeers to:

' ‘Take steps through lddmonal guldance or otherwnse to remforce the

importance of adhercnce to sound acquisition practices -even’ during

. expedited procurements, including ensuring . that important contract

. provisions, such as any required testing, are clear and that the contractor
- and the government understand what conditions or criteria must be met for
successﬁJI cornpletlon vf the contract

DOD RESPONSE: CONCUR: The U.S, Army Corps of Engineers will

- send a memo to all Corps offices reinforcing the importance of adherence to

sound engineering pr.ctices even during expedited procurements.. The
memo will relate lessons learned ‘and ‘emphasize the need for technical
specifications, such as those required for equipment testing; to be clear so

- that the contractor ard the government understand what . conditions or
criteria must- be met for successful completion’ of the contract. The -
- anticipated date to tran: mit the memo is 14 March 2008.[*] . ‘

Recommendatlon 2:

Develop™ procedures t- ensure that any contract related documentation, -
including that related -o contract pncmg, 1s completed and ﬁled w1thm a

reasonable period of tir:e.

s
DOD RESPONSE CONCUR: The U.S. Army Corps of Engmeers w1ll

review and revise, as necessary, current policies and regulations to ensure -
" that a reasonable perind of time: is identified for ‘completing and filing

contract documents. Es imated completion date is 30 May, 2008.[*]

2 The memo was distributed to all USACI \d1stncts and divisions on Februa:y 25 2008.
-* The USACE completed revisions of poh sies-and regulatlons on February 27, 2008
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