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From Ri chard P. Kusserow
| nspect or Gener al

subect Review of National Heart, Lung, and Blood Institute Contract
for Devel opnent of an Artificial Lung (A-15-92-00003)

To James 0. Mason, MD., Dr. P.H
Assi stant Secretary for Health

The attached final report provides you with the results of
our review of the National Heart, Lung, and Blood Institute
process for awarding a contract for devel opnent of an
artificial lung. Qur review was perforned in response to
concerns by Congressman Fortney H Stark that the contract
was awarded based on factors other than scientific nerit,
that there was a questionable, last mnute change in the
sel ection process, and that the integrity of the procurenent
Brocess was in question since the awardee appeared to have
een pre-sel ected.

We found no evidence to indicate that the award was nade
based upon factors other than an independent eval uation of
technical nerit, or that the contractor was pre-selected.
Al'so, there was nothing to indicate a |last mnute change in
sel ection of the contractor. |t appears that one
unsuccessful offeror msunderstood a routine request for
information fromthe Departnent of Labor as an indication
they had been selected for the contract. In addition, we
reviewed the significant internal controls related to this
contract award and found those controls to be adequate and
operating as designed.

W have provided Congressman Fortney H Stark with a copy of

this report. Should you wish to discuss this review, please
contact me or your staff may call Daniel W Bl ades, Assistant
| nspector General for Public Health Service Audits, at

(301) 443-3583.
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subject Revi ew of National Heart, Lung, and Blood Institute Contract
for Devel opnent of an Artificial Lung (A-15-92-00003)

To Janes 0. Mason, MD., Dr. P.H
Assistant Secretary for Health

This final audit report provides you with the results of

our review of the National Institute's of Health (N H),

Nati onal Heart, Lung, and Blood Institute (NHLBI) process for
awarding a contract for devel opment of an artificial |ung.

Qur review was requested by Congressman Fortney H Stark on
Cctober 7, 1991, after one unsuccessful offeror expressed
concerns that the contract was awarded on factors other than
scientific nerit.

Congressman Stark asked us to evaluate this contract award to
determne if: (1) the selection was based upon scientific
nerit: (2) the recipient of the contract had been pre-
selected: (3) there was a questionable, last mnute change in
the selection process: and (4) significant controls within
the NNIH are adequate to ensure the integrity of the research
and devel opnent contract selection process.

We found no evidence that the NHLBI contract was awarded
based on factors other than technical nerit, or that the
contractor was pre-selected. Furthernore, we could find
nothing to substantiate one offeror's claimthat there was a
| ast mnute change in the selection of the contractor. It
appears that the unsuccessful applicant had m sunderstood a
routine request for information fromthe Departnent of Labor
(DAL) as an indication that they had been selected for the
contract. Also, we found that 1nternal controls at the NHLB
contracts office related to this research and devel opnent
contract appear to be adequate, and operating as designed.

BACKGROUND

Public Law 101-517, dated July 12, 1990, directed the NIH to
expand research for the devel opnent of an artificial lung as
an aid for patients wth tenporary respiratory problens or
those awaiting lung transplants. ~The use mmttee on
Appropriations provided $2.5 mllion for this contract. On
Septenber 30, 1991, NIH's NHLBI awarded a $1.9 mllion
4-year contract to the MIton S. Hershey Medical Center,
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Pennsyl vania State University, located in Hershey, Pennsylvania,
to perform research leading to the devel opnent of an artificial
lung for eventual inplantation in pediatric or adult patients
with acute or chronic respiratory failure.

The University of Pennsylvania currently has a research facility
for the study of artificial lung devel opnent. According to the

NHLBI, the current research teamis conprised of *'outstanding

i nvestigators who are experienced in all the areas required for
devel opment and testing of an artificial lung."

CGBJECTI VES, SCOPE AND METHODOLOGY

W were asked to determine if the contract was awarded on
scientific nmerit and not on the basis of other factors. Furt her,
our objective included evaluating whether there were any
indications that the offeror was pre-selected, and if the DCL
affirmati ve action team had notified one of the unsuccessful
offerors’ that they had been awarded the contract. Qur review
included an exam nation of the NHLBI's Request for Proposal

(RFP) , contract, proposal evaluations, regulations, and
significant internal controls within the NHLBI contracts office
related to this award.

Qur review was conducted in accordance with generally accepted
Governnent auditing standards. The review was conducted during
Novermber 1991, at NHLBI offices in Bethesda, Maryland. W did
not perform an evaluation of the sufficiency of technical
criteria contained in the RFP or technical responses of each
proposal .

DESCRI PTI ON OF SELECTI ON PROCESS FOR THI S CONTRACT

In accordance with Federal Acquisition Regulation (FAR) 15.605,
dated Cctober 1990, and the NHLBI Research Contracting Policies
and Procedures, the NHLBI's RFP, issued on

January 24, 1991, stated that the technical proposals received in
response to the RFP would receive paranount consideration in the
selection of the contractor(s) for this procurenent. The RFP
contained a statenent of work identifying the requirenents, and a
technical evaluation criteria section with valuations or

"wei ghting factors" for each criteria being evaluated. The
primary objective, according to the statement of work, required
the successful applicant to:

"perform research to develop an artificial lung or inprove
upon an existing artificial lung for eventual inplantation in
pediatric or adult patients with acute or chronic respiratory
failure."
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Eight letters of intent were received by the NHLBI when the RFP
was advertised in the Commerce Business Daily . €& these, seven
proposals were forwarded to the Special Review Commttee convened
by the NHLBI for analysis. The conmttee nenbers found that six
of these net the RFP requirenents. This committee, included
eight respiratory and lung specialists independent of both the
NHLBI and the offerors. They evaluated the technical strengths
and weaknesses of each of the proposals considering the
objectives and technical requirenments stated in the RFP. These
eval uations and scores, used to develop the conpetitive range,
were required by regulations and NHLBI policies and procedures to
be supported by sufficient facts to substantiate the commttee's
ratings. Commttee ratings and justifications were then reviewed
by the NHLBI Contracts Branch and Division of Lung D seases for
accuracy, and evaluated to elimnate those proposals wth
significant deficiencies. Three offerors were determned to be
in the conpetitive range who had a reasonabl e chance of being

sel ected for award based upon the relative scores of proposals.

In accordance with FAR 15.610, and Health and Human Services
Acqui sition Regulation (HHSAR) 315.610, the NHLBI then conducted
witten and oral negotiations with the three offerors in the
conpetitive range. During these discussions, each offeror was
advi sed of any deficiencies in their proposal, and provided the
opportunity to support, clarify, and adjust the price, to inprove
t heir proposal.

The NHLBI contracting officer, concurrent with negotiations, and
pursuant to FAR 22.8, contacted the DOL and obtained pre-award
Equal Enpl oynment Qpportunity (EEO clearance for all offerors
whose proposals were included in the conpetitive range. Thi s
clearance is required as a condition of contract award, but does
not constitute notification of contract award.

At the conclusion of the negotiations, all offerors in the
conpetitive range were given the opportunity to submt a witten
best and final offer. Upon receipt, the NHLBI made its final
eval uation of the best and final offer and proceeded to nake an
awar d. This final evaluation, contained in the selection
docunentation and approved by NH officials, identified which
proposal offered the greatest advantage to the Federal
Covernnent, when considering technical content as well as price
and other factors.

'The Comerce Business Daily is a daily publication
distributed by the Departnent of Congress to subscribers,
synopsi zing acqui sition opportunities.
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Prior to making an actual award, and in accordance w th HHSAR
section 304.71, proposed contracts prepared by N H institutes
such as the NHLBI that exceed $1 nmillion, nust be reviewed by the
NlH Board of Contract Awards. These reviews are conducted to
ensure that the award conforns to applicable regulations, and NH
policies and procedures.

CONTRACT AWARD BY NHLBI

W did not find any evidence to indicate the contract was awarded
on a basis other than technical nerit. According to NHLB
officials, the successful offeror, "proposed the device with the
great est advance over current technol ogy and the highest

i kel i hood of success."

According to the NHLBI's Special Review Conmittee, technica
strengths and weaknesses were identified for each of the
proposals, and each proposal was ranked in terns of ability to
conplete the objective. As noted earlier, there were three
offerors determined to be in the conpetitive range. The
commttee reported having significant concerns with the two
proposals in the conpetitive range that were not sel ected.
Moreover, during both the negotiation and best and final offer
stages of the award process, adequate responses to these concerns
were not provided by the two offerors.

Further, the NHLBI contracts office indicated that neither fornal
protests or legal actions have been filed regarding this contract
process, or award.

PRE- AWARD NOTI FI CATI ON

Wth respect to pre-award notification, it appears that one

of feror not awarded the contract, msunderstood the DOL request
for pre-award EEO cl earance docunents (required as a condition of
contract award) as an indication of contract award.
Representatives of that offeror indicated they had been led to
believe they were to receive an award based on information
provided to them at a Departnent of Health and Human Servi ces
sponsored workshop on contracting. In the post-award debriefing,
the NHLBI explained to the offeror that EEO clearance is required
as a condition of contract award, but does not indicate that an
award has been nade. Such cl earance was requested for al

of ferors whose proposals were included in the conpetitive range.

PRE- SELECTI ON OF CONTRACT AWARD

We could find no docunentation supporting the allegation that the
successful offeror was pre-selected. Al proposals were
submtted in accordance wth RFP deadlines, and received an

i ndependent technical review during the May 1991 neeting of the
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Special Review Committee. The final selection was not nade until
the entire selection process was conpleted and the NHLBI's
sel ection was approved by NIH's Board of Contract Award.

| NTERNAL CONTROLS OVER CONTRACTI NG

W found significant internal controls within NIH were operating
properly to provide assurance that the selection was made

obj ectively. I ndependent technical evaluations were perforned
and docunented, and all offerors in the conpetitive range were
furni shed the opportunity to provide additional technical and
pricing data in support of their position.

Further, the NIH Board of Contract Awards reviewed the entire
process to assure conpliance with all regulatory requirenents.

CONCLUSI ONS

This award appears to have been nmade properly and in accordance
with applicable regulations and the requirenents set forth in the
RFP. Rati ngs were supported by the NHLBI's Special Review
Committee's evaluations of the strengths and weaknesses of each
proposal, and their conclusions regarding which device offered
the greatest advances over current technol ogy.

W have provided Congressman Fortney H Stark with a copy of this
report. Shoul d you w sh to discuss our review, please contact ne
or your staff may call Daniel W Bl ades, Assistant |nspector
Ceneral for Public Health Service Audits, at (301) 443-3583.



