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The attached final report addresses weaknesses in internal
control procedures designed to detect and prevent actual and
percei ved conflicts-of-interest involving the National
Institutes of Health's (NIH) 235 advisory conmttees.

Advi sory committees consist of outside experts and

prof essi onal peers who provide advice about bionedica
research direction and how research nonies should be spent.
W found that NIH's internal control procedures were not
sufficient to detect potential conflicts-of-interest in its
advi sory committees. Specifically, we found that N H needed
to:

o) conply with its own requirenment regarding review ng
menbers' financial disclosure fornms to identify
perceived or actual conflicts-of-interest related to
general nmatters addressed by advisory conmttees;

o require an ongoing review to identify changes in a
menber's financial interests and/or advisory roles
at NIH which may result in a perceived or actua
conflict-of-interest;

o revise the financial disclosure form to request
information on the nenber's involvenent in
nonf ederal grants and contracts;

o provi de updated guidance to responsible NH
officials for identifying perceived or actua
conflicts-of-interest and determ ning when waivers
shoul d be sought to obtain the essential services of
t hese nenbers;

o ensure that qualified officials, independent of
those involved with advisory committee activities,
periiodically test a sanple of all approved waivers
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to determine if the controls are followed and result
in only appropriate waivers being granted for
members; and

o perform a follow-up review within 1 year after
completing the corrective actions relating to the
internal control weaknesses discussed herein, and
conduct future internal control reviews as required
by the Federal Managers’ Financial Integrity Act
program.

We believe the corrective actions you outlined in your
response to a draft of this report should, when fully
implemented, significantly strengthen internal controls
related to conflicts-of-interest.

Copies of the attached report are being sent to the Chairman,
Subcommittee on Oversight and Investigations, House Committee
on Energy and Commerce and to the Chairman, Subcommittee on
Labor, Health and Human Services and Education, House
Committee on Appropriations.

We would appreciate being advised within 60 days on the status
of corrective actions planned or taken on each recommendation.
Should you wish to discuss the issues raised by our review,
please call me or have your staff contact Michael R. Hill,
Assistant Inspector General for Public Health Service Audits,
at (301) 443-9742.

Attachment
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This final report addresses weaknesses in control procedures
designed to detect and prevent actual andperceived conflicts-
of-interest involving the National Institutes of Health's
(NIH) 235 advisory commttees. Advisory conmttees consist of
out side experts and professional peers who provide advice
about bionedical research direction and how research nonies
should be spent. W found that NIH's procedures were not
sufficient to detect conflicts-of-interest in its advisory
committees that provide advice and direction to the directors
of NIH Institutes, Centers, and Divisions (ICD).

Specifically, we found that N H needed to:

o conmply with its own requirenent regarding review ng
menbers' financial disclosure forms to identify
perceived or actual conflicts-of-interest related to
general matters addressed by advisory conmttees;

o require an ongoing review to identify changes in a
menber's financial interests and/or advisory roles

at NNH which may result in a perceived or actual
conflict-of-interest;

o revise the financial disclosure form to request
information on the nmenber's involvenent in
nonfederal grants and contracts;

o provi de updated guidance to responsible NH
officials for identifying perceived or actual
conflicts-of-interest and determ ning when waivers

shoul d be sought to obtain the essential services of
t hese nenbers;

o ensure that qualified officials, independent of
those involved with advisory commttee activities,
periodically test a sanple of all approved waivers
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to determne if the controls are followed and result

in only appropriate waivers being granted for
menbers; and

0 performa followup review within 1 year after
conpleting the corrective actions relating to the
internal control weaknesses discussed herein, and
conduct future internal control reviews as required
by the Federal Managers' Financial Integrity Act
(FMFIA) program

W informed NIH of our findings during the audit, and it has
taken corrective actions which we believe should, when fully
i mpl enented, significantly strengthen internal controls.

BACKGROUND

The NIH is the principal bionedical research agency of the
Federal Governnent. Its mssion is to inprove the Nation's
health by increasing the understanding of processes underlying
human health, disability and disease; advancing know edge
regarding the health effects of preventing, detecting, and

di agnosing and treating disease; and dissem nating research
results for critical review and nedical application. In

Fi scal Year (FY) 1993, Congress appropriated about

$10.4 billion to NNH to carry out biomedical research and
research-related activities.

To help achieve its mssion, NH uses advisory conmttees
consisting of outside experts and professional peers. The NH
relies on about 235 different advisory commttees which

provi de advice on bionedical research direction and how N H
shoul d expend its research resources. According to NIH, there
are nore than 3,800 nenbers serving on N H advisory

comi ttees. In FY 1992, N H spent about $44,371,000 to
support advisory commttees activities.

There are four types of advisory commttees at N H

Types of Advisory Committees Nunber

Scientific and Technical Peer Review Conmittees
( STPRC) 155
Nati onal Advisory Councils and Boards (NACB) 21
Program Advi sory Conm ttees (PAC 37
Boards of Scientific Counselors (BSC 2 2
Tot al 235

The STPRCs are established generally along lines of scientific
di scipline or disease area and consist mainly of nonfederal
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scientists selected for their competence in particular
scientific areas for which the pertinent group has review
regsponsibilities. The STPRCs are the initial review group for
research grant applications. In reviewing an application,
they assign a priority score to the application based on one
or more factors. These factors include scientific or
technical merit, the significance of the project,
qualification of the applicant, and the adequacy of the

proposed methodology. Scores are used in determining if the
grant will be funded. The STPRCs decisions may be appealed by
the grant applicant. Conflict-of-interest on the part of an

STPRC member is one justification for reevaluation of an
application.

One NACB 1s established at each of the ICD levels. They are
composed of 12 or more noted nonfederal scientists, community
leaders, and other public figures. They are chosen for their
expertise, interest, or activity in matters related to the
individual ICD’s mission and provide advice to top NIH
management officials regarding medical research needs. The
NACBs also provide a second-level review of research grant
applications.

The PACs and BSCs are not involved in the grant approval
process, but instead are primarily involved in providing
advice on other NIH matters. The PACs evaluate extramural
research direction related to specific medical areas being
addressed within each ICD. For example, established within
the National Heart, Lung, and Blood Institute is the Pulmonary
Diseases Advisory Committee. The review and evaluation of
research projects and investigators in the NIH intramural
research program is performed by the BSCs composed of highly
qualified outside scientists.

The Standards of Conduct governing Federal employees are
extended to committee members; except those serving on STPRCs.
Advisory committee members, not serving on STPRCs, receive
appecintments as temporary Federal employees and are known as
"special government employees" (SGE). An SGE is defined by
18 United States Code (U.S.C.) section 202 (a) as:

", ..an officer or employee...who is retained,
designated, appointed, or employed to perform, with
or without compensation, for not to exceed 130 days
during any period of 365 consecutive days, temporary
duties either on a full-time or intermittent
basis..."

The STPRC members are designated to serve without receiving
SGE status and accordingly are not subject to Standards of
Conduct and related conflict-of-interest statutes governing
Federal employees. The NIH has, however, established
procedures for the annual collection and review of financial



Page 4 - Philip R Lee, MD.

di sclosure fornms submtted by all advisory commttee nenbers
in order to protect against conflicts-of-interest.

The key statutory provision relating to conflicts-of-interest
is 18 U.S.C. section 208, which prohibits all Federa

enpl oyees, including sSGEs, from participation in any
particular matter which will have a direct and predictable
effect on the enployee's financial interests. Wwen necessary,
Federal agencies can grant a waiver and permt an SGE nenber
having a conflict-of-interest to participate in conmttee

di scussi ons. Wai vers are avail able when the need for the

i ndividual's services outweighs the potential for a conflict-
of-interest created by the financial interest involved.

There are essentially two types of waivers that may be given

a general waiver and a specific waiver. A general waiver is
appropriate where the nenber will be dealing with genera
policies and recomrendations that may directly and predictably
affect the sector in which the nenber has a financia

interest. For exanple, a nenber owns stock in several drug
conpani es. It would be appropriate to issue a general waiver
allowing the enployee to participate in general matters that

m ght affect the nenber's financial interests in the drug
conpani es.

Al though the nenber is given a general waiver, the nmenber nust
still be disqualified from participation in particular matters
that directly and predictably affect the nenber's financial
interest in one of the drug conpanies unless a specific waiver
is granted. A specific waiver is allowable if the conflict
posed by the nenber's financial interest in the drug conpany
is outweighed by the need for the nenber's services.

Wthin NIH, each ICD is directly responsible for managing its
advisory conmttees and designates for each conmittee an
official called the Executive Secretary who is required to
assure that commttee activities conply with all requirenents.
A Comm ttee Managenent O ficer is also established within the
Ofice of the Director, NIH, and the offices of the directors
of the 1cbhs. The Conmttee Managenent Oficers nonitor
committee activities and provide adm nistrative support.
Potential nenbers are required to conplete a financial

di scl osure form before they are appointed to a conmttee and
every year thereafter. The form entitled "Confidenti al
Statenment of Enploynment and Financial Interest (HHS-474),"
must be conpleted and returned to N H The Executive
Secretary for the commttee is required to sign the HHS 474
and docunent whether any conflicts-of-interest are indicated.
Subsequently, the Director of the ICD also signs the HHS-474
to docunent his or her review for conflicts-of-interest.
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The NIH guidance relating to conflict-of-interest and N H
advisory conmttee activities are found in the NIH Manua
(Manual ), Chapter 2300-735-2, "Procedures for Avoiding
Conflicts of Interest for Public Advisory Conmttee Menbers,"”
rel eased in 1981, and updated in the NIH Manual, Chapter 4513,
rel eased in 1990. In addition, the NIH Comm ttee Managenent
Handbook (Handbook), issued in 1986, details the roles and
responsibilities of NIH enpl oyees involved with advisory
conmttee activities.

The FMFIA requires that NIH periodically review its system of
internal controls and report annually on the systens status.
Accordingly, an FMFIA review should cover the adequacy of
policies and procedures for preventing conflicts-of-interest
i nvol ving advisory conmttees.

The NI H advisory conmttees are instrumental in determ ning
the direction and quality of the billions of dollars of NIH-
funded research and indirectly the health of the Nation
Accordingly, NH controls nust be adequate for preventing
perceived or actual conflicts-of-interest which nmay adversely
influence the decisions and services that the conmttees

provi de.

The O fice of the Special Counsel for Ethics, Ofice of

General Counsel, has been assigned responsibility for advising
departnental enployees about |egal requirenents related to
conflict-of-interest issues. The Assistant Special Counsel

for Ethics (ASCE), NIH Branch, is directly responsible for
advising NIH officials regarding conflict-of-interest issues.

OBJECTIVES, SCOPE., AND METHODOLOGY

The objective of this review was to determne if NH has

i npl emrented effective policies and procedures to protect

agai nst advisory conmttee nenbers being involved in perceived
or actual conflicts-of-interest. In this regard, we reviewed
statutes, the Departnent of Health and Human Services (HHS)
Standards of Conduct, regulations, policies, procedures, and
guidelines relating to the conflict-of-interest requirenents
and the NIH advisory conmttees' activities.

In addition, we: (1) reviewed NIH's files and records
pertaining to controls inplenmented over conflicts-of-interest

i nvol ving advisory conmttees; and (2) reviewed financial

di scl osure fornms submtted by individuals working for both NH
and the Food and Drug Adm nistration (FDA) advisory commttees
to disclose differences in information being obtained.

Throughout this review, we conducted interviews with officials
from NNH and FDA to obtain information relevant to policies
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and procedures for identifying and preventing conflicts-of-
interest involving advisory commttee activities at both
agenci es. Except for selected financial disclosure forns, we
did not review files at FDA or evaluate its controls over
conflicts-of-interest.

During our review, we also discussed our findings with NI H
officials so they could take quick corrective action. W also
nmet with the ASCE, NIH Branch, to obtain guidance concerning

| egal requirenents concerning conflict-of-interest issues and
NI H advi sory conmttees.

Qur review was conducted primarily at the N H canpus,

Bet hesda, Maryland, during the period from February 5, 1993,
through July 2, 1993, in accordance with generally accepted
governnent auditing standards.

RESULTS OF OUR REVIEW

We found that NIH's procedures were not sufficient to detect
potential conflicts-of-interest in its advisory commttees.
We believe this could have adversely affected the quality of
the inportant services being provided. Specifically, NH was
not : (1) review ng nmenbers' financial disclosure forns to
identify perceived or actual conflicts-of-interest related to
general matters addressed by advisory commttees;

(2) requiring reviews to identify changes in a nenber's
financial interests and/or advisory roles at N H which may
result in a perceived or actual conflict-of-interest;

(3) requesting information on the nenber's involvenment in
nonfederal grants and contracts; and (4) providing updated
gui dance to responsible NIH officials for identifying
perceived or actual conflicts-of-interest and determ ning when
wai vers should be sought to obtain the essential services of
t hese nenbers.

In addition, we found that NIH had not perfornmed an internal
control review of the NIH advisory commttee activities as
requi red by FMFIA

We believe that the absence of appropriate NIH guidance to ICD
officials who nonitor advisory commttee activities was a
primary cause for the internal control weaknesses disclosed
during our review In addition, NH officials need to be
vigilant in nonitoring conpliance with conflict-of-interest
policies and procedures.
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The NIH Did Not Always Enforce Requirenents for
| denti fying Pot ent i al Conflicts-Of -1nterest

Qur review found that NIH was not review ng advisory conmittee
menbers' financial disclosure fornms, HHS-474's, to identify
conflicts-of-interest related to general program and poli CKI

i ssues that would be discussed at chom' ng neetings. The NH
Handbook requires such a review The NIH was only review ng
these forns in conjunction with specific issues when the

advi sory conmittee nenbers' were review ng grant applications
and contracts. The NIH did not review the advisory comittee
nmenbers' HHS-474's when the neetings discussed general program
and policy matters.

W infornmed NIH officials during this review that the failure
to consistently review a nenber's HHS-474, for all program and
policy issues being addressed, could result in a nenber with a
conflict-of-interest to go undetected. The NH officials
agreed that NIH had not applied the sane scrutiny used for
grant and contract matters as they did to matters involving
advice on other program or policy issues.

In a March 3, 1993 nenorandum NIH's Director of Personnel
Managenent instructed responsible ICD officials to conduct a
review of SGE nenbers' nost recent financial disclosure forns.
The Director informed ICD officials that the system of
disqualification to prohibit a nmenber from participating in a
specific matter in which the nenber has a financial interest
will continue. The menorandum required, however, that an
analysis nmust also be nade of all matters considered by the
conmttees that might have a direct and predictable effect on
the menber's interests.

The officials were told that when waivers are needed, waiver
justifications should be submitted to the NIH Conmittee
Managenent O fice for review and approval --when the N H
Director or the Secretary of HHS appointed the committee

nenbers. The justifications should be subnmitted to I1CD
directors when the I1CD director appointed the conmmttee
nenbers. A copy of each approved waiver and disqualification

statement was also required by the March 3, 1993 nenorandum tc
be subnmitted to the ASCE, NIH Branch. W confirmed wth ASCE
that these approved waivers and disqualification statenents
were being submtted and that coments were provided.

' Only STPRC and NACB nenbers are involved in review ng
grant applications and contracts.
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The NIH Needs an Ongoing System to ldentify
a Menber's Current Financial I nterests

W found that NIH was not requiring that nenbers provide
updated information on their financial interests before each
committee nmeeting in order to disclose conflicts-of-interest

as intended by the conflict-of-interest statute, 18 U S.C
section 208.

During discussions in the initial stages of this review, we
informed NIH officials and ASCE, NIH Branch, that we had

| earned that FDA had inplenmented policies and procedures that
appeared to be nore effective in obtaining updated information
on a menber's financial interests. Before each conmttee
neeting, FDA requires each nenber to provide an updated
financial disclosure form Wiereas NIH obtains an annua
financial disclosure form and provides each nenber wth
information concerning the nenber's responsibilities regarding
conpliance with conflict-of-interest requirenents, it does not
actively pursue updated financial information before each
conmi ttee neeting.

In response to these discussions of FDA's process, ASCE, NH
Branch, and NIH officials told us that they had been
considering new policies and procedures to obtain the nost
updated information on a nenber's financial interests. On
February 10, 1993, ASCE issued a statenent which addressed the
need for NIH to nore actively pursue and review informtion on
the nenbers' changing financial holdings and N H advisory

rol es.

In the March 3, 1993 nenorandum NIH's Director of Personnel
Managenent al so asked responsible NIH officials to provide
advice for devel oping an ongoing review process to obtain
updated information on SCGE nenbers' financial interests and
NI H advi sory rol es. On April 28, 1993, ASCE, N H Branch
approved the use of a standard form to obtain updated
information on the nmenbers' financial interests. The NIH told
us that the Executive Secretary will review this updated
information on the nenber's financial interests along with the
agenda of the upcom ng neeting. The Executive Secretary wil
determne if a conflict exists and determne if new or revised
wai vers should be issued, or if a nenber should be

di squalified during the discussion of a particular issue.

The NIH Is Not Always btaining
Al Essential Information for
I dentifying Conflicts-of -Interest

W found that NIH does not obtain all the data related to
commttee nenbers needed to assure that menbers do not have
conflicts-of-interest. A conparison of information obtained
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from nenbers serving on advisory conmttees for NNH and FDA
reveal ed that FDA was obtaining certain essential information
that was not being provided by nenbers to NIH officials. For
exanple, the financial disclosure form devel oped by FDA
requested that the menber list all nonfederal -funded research
grants and contracts with which the nmenber has direct

i nvol vement or over which the nmenber has control (such as the
departnent head) or which the nenber is negotiating. The
HHS- 474 financial disclosure form being used by NIH did not
specifically request this infornmation

Informati on provided bynenbers serving both FDA and NH
reveal ed that these nenbers were sonetinmes involved as
principal investigators or otherw se controlled grants
received from various drug and/or nmedical device conpanies.
For exanple, one nenber reported to FDA that the nenber was
the principal investigator on grants received from four

di fferent conpanies regulated by FDA

This matter was discussed with NIH officials who said that
they were in the process of developing a revised financia

di scl osure form which would also include wording simlar to
that on the FDA form regardi ng nonfederal grants and
contracts. In commenting on a draft of this report, NH
officials stated that they will soon be pursuing formal rule
maki ng procedures required by the Ofice of CGovernnent Ethics
to obtain final approval of their revised financial disclosure
form for SGE nmenbers and woul d inplenent the necessary steps
to seek simlar information from STPRC nenbers.

The NIH Needs to | nprove Qui dance
Reqarding Conflicts-O-1nterest
and When to Seek \Wivers

We found that NI H guidance for NIH officials nonitoring
advisory commttee activities and conflicts-of-interest issues
was i nconpl et e. Qui dance provided in the NIH Manual, Chapter
2300-735, “Procedures for Avoiding Conflicts-of-Interest for
Public Advisory Committee Menbers" (updated in the NIH Manua
Chapter 4513), and the N H Handbook, refer primarily to
conflicts-of-interest which nmay arise during the nenber's
review of proposed grants and contracts. The N H officials
agreed with our observation that the guidance provided in the
Manual and the Handbook referred primarily to conflicts-of-
interest which nmay arise during the nmenber's review of
proposed grants and contracts and therefore could have
contributed to the nenber's other advisory activities not
being properly nonitored for potential conflicts-of-interest.
These officials informed us that NIH guidance will be revised
to assure that responsible NIH enpl oyees are aware of the need
to identify all potential conflicts-of-interest in all

situati ons.
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The NIH officials also agreed with our observation that the
Manual issuances and the Handbook did not address the

provi sion under 18 U S.C. section 208, which allows a nenber
to be granted a waiver if the need for the nenber to be on a
committee outweighs the potential for a conflict-of-interest.
The NIH officials agreed that the Manual and the Handbook
shoul d address the specific policies and procedures to be
foll owed regardi ng waivers. They infornmed us that, under the
revised policies and procedures being devel oped, waivers are
to be granted only after review and approval of a witten
wai ver request that details the nmenber's financial interests
and the facts denonstrating that the need for the nenber's
advi ce outweighs any potential conflict-of-interest.

The NIH Needs to Perform Reviews Required by FMIA

The FMFI A requires Federal agencies to periodically review
their systenms of internal control and to report annually on
the systemis status. These reviews are to be nade according
to the policies and procedures contained in the Ofice of
Managenment and Budget Circular A-123, revised.

Subsequent to the initiation of this review, N H devel oped an
action plan that addressed the deficiencies identified during
our review, including: (1) the need for obtaining current
financial interest information from nenbers; (2) devel oping

i mproved financial disclosure forns; and (3) new procedures
and guidance for avoiding conflict-of-interest by NIH advisory
conm ttee menbers.

Responsible NIH officials infornmed us that follow ng

i mpl ementation of all the new policies and procedures
identified in NIH's action plan, NIH will initiate an interna
control review in conpliance with FMFIA to evaluate the

ef fectiveness of these newly inplenented internal controls
over conflicts-of-interest related to advisory conmttees. W
were informed that the new controls are targeted for ful

i npl ement ati on by Septenber 24, 1994.

CONCLUSIONS AND RECOMMENDATIONS

The NIH policies and procedures were not adequate to protect
the Governnent from potential conflicts-of-interest that may
exi st when NIH advisory commttee nmenbers are advising NIH
regarding various matters. Specifically, NH guidelines
enphasi zed potential conflicts-of-interest involving the
review of proposed grants or contracts and therefore
contributed to the inpression that nonitoring of the
conmmttees' other activities was not required. However
conflicts-of-interest could also exist related to other
activities involving the nenbers. Furthernore, actions taken
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by NNH to identify conflicts-of-interest could have failed
because the information being reviewed was not necessarily

current or conplete regarding the menbers' N H advisory roles
and related financial interests.

W also believe that the absence of appropriate N H gui dance
to icoofficials who nonitor advisory commttee activities
contributed to these weaknesses in internal controls.
Specifically, the guidance provided enphasized only those
nmenbers involved in review ng proposed grants and contracts.
Furthernore, no guidance was provided to NIH officials that
addressed the waiver provisions and the procedures to be
followed to obtain approved waivers.

Responsible NIH officials told us they have initiated various
corrective actions which should, when fully inplenented,
improve the internal controls over conflicts-of-interest.
However, in order to assure the adequacy of internal controls,
we recommend that you instruct the Director of NIH to:

1. expedite the conpletion of corrective actions to:

a. enforce the requirenents that nenbers'
financial disclosure forns be reviewed for all
committee activities to identify any perceived
or actual conflicts-of-interest;

b. require an ongoing review to identify changes
in a nenber's financial interests and/or
advisory roles which may result in a perceived
or actual conflict-of-interest;

C. revise the financial disclosure formto request
information on the nmenber's involvenment in
nonfederal grants and contracts;

d. provi de updated guidance to responsible N H
officials for identifying perceived or actua
conflicts-of-interest and determ ning when
wai vers should be sought to obtain the
essential services of these nenbers; and

e. ensure that nenbers with potential conflicts-
of-interest are disqualified from participating
in the related advisory conmittee neeting or
receive a properly reviewed and approved
wai ver .

2. ensure that qualified enployees independent of those
involved with advisory conmttee activities
periodically test a sanple of all approved waivers
to determine if the controls are followed and result
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in only appropriate waivers being granted for
menbers; and

3. performa followup review within 1 year after
conpleting the corrective actions relating to the
internal control weaknesses discussed herein, and
conduct future internal control reviews as required
by FMFI A program

PUBLIC HEALTH SERVICE’S RESPONSE AND
OFFICE OF INSPECTOR GENERAL COMMENTS

In a nenorandum dated January 5, 1994, the Assistant Secretary
for Health (ASH), Public Health Service (PHS), provided
comments to the Ofice of Inspector General (O G which stated
agreement with all our findings and recomendati ons. The PHS
comments are included in the Appendix to this report in their
entirety. W have al so paraphrased and highlighted the PHS
comments in the follow ng paragraphs.

The ASH concurred with the need to enforce the requirenents
that nmenbers' financial disclosure forns be reviewed for all
committee activities to identify any perceived or actua
conflicts-of-interest. In this regard, reference was nade to
a February 12, 1993 neeting and a March 3, 1993 foll ow up

menor andum in which the Director, Division of Personnel
Managenent, N H, rem nded various responsible NIH officials of
the need to enforce these requirenents for all SGE advisory
committee activities including those involving general program
and policy issues.

The ASH stated that NIH is inplenenting a managenent contro
review which should determne if NH procedures are being
adequately followed to detect and prevent conflicts-of-
interest for nenbers designated to serve on STPRCs. Qur
report recognizes that NIH has had a |ong-standing procedure
for the annual collection and review of financial disclosure
forns for advisory conmttee nmenbers which also requires

di squalification when conflicts-of-interest are identified.
W agree with NIH's efforts to further review this inportant
area to assure that controls are adequately inplenmented to
protect against conflicts-of-interest involving STPRC nenbers.

The NI H should ensure, however, that procedures established
for STPRC nenbers are simlar to those required to be foll owed
for those conmittee nenbers designated as SGEs. The NH
shoul d ensure procedures are adequate to protect against
conflicts-of-interest involving not only STPRC reviews of
grants and contracts, but also for identifying and protecting
agai nst any future instances that nmay arise when STPRC nenbers
are involved in general program and policy issues.
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The ASH al so commented that the NIH has devel oped a process,
for SCE nenbers, to inplenment our recommendation to require an
ongoi ng process to identify changes in a nenber's financial
interests and/or advisory roles which may result in a
perceived or actual conflict-of-interest. According to ASH,
within 30 days prior to each advisory commttee neeting, NH
will obtain from each SGE advisory commttee nenber an updated
financial disclosure form and ask the nenber at the tine of
the upcoming nmeeting if further changes are required. The NH
will review such updated information to identify any current
conflicts-of-interest which nust be resolved to protect NH

i nterests. He indicated that simlar procedures wll be

i npl emented for STPRC nenbers.

The ASH said that efforts are continuing to obtain approval of
the revised financial disclosure form devel oped during our
audit to request information on the SCGE nenber's invol venent
in nonfederal grants and contracts. The NIH will also obtain
" such information from STPRC nenbers.

The NIH, according to the comrents, is nearing conpletion of
efforts to provide updated guidance to responsible N H
officials for identifying perceived or actual conflicts-of-
interest and determ ning when waivers should be sought to
obtain the essential services of these nenbers. Al t hough NI'H
officials have been briefed on nost of these requirenents, the
PHS comments stated that the O G recommendati ons regarding
needed related revisions to the NIH Manual and rel ated
handbooks and guidelines are currently in process and wll be
conpleted in the near future.

The ASH stated that NIH will ensure that nenbers are
disqualified from participating in activities that
specifically and predictably affect the nenber's financial
interest. A general waiver wll, however, be prepared to
obtain the essential services of a nenber whose activities are
l[imted to general matters.

In response to our recommendation that a qualified enployee,

i ndependent of those involved wth advisory commttee
activities, test the propriety of waivers granted, PHS stated
that the independent ASCE, NIH Branch, wll review and concur
with each proposed waiver before final approval is granted.

The ASH also stated that PHS will performa followup review
within 1 year after conpleting corrective actions related to
internal control weaknesses discussed in this report and
conduct future internal control reviews as required by the
FMFI A program He stated that NIH has already identified the
issue of conflicts-of-interest involving advisory conmmttees
as a managenent control area and has initiated a risk
assessnent as an initial step in the FMFIA review process.
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W believe that the actions indicated in the PHS coments
should, if properly inplenented, significantly inprove the
internal controls required to protect against conflicts-—of-
i nterest.

We woul d appreciate being advised within 60 days of the status
of corrective actions taken or planned on each reconmendati on.
Shoul d you wish to discuss the issues raised by our review and
recommendati ons, please call ne or have your staff contact
Mchael R Hill, Assistant Inspector General for Public Health
Service Audits, at (301)443-3582.
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COMMENTS OF THE PUBLIC HEALTH SERVICE ON
THE OFFI | NSPE! FT REPORT
"REVI EW OF THE NATI ONAL | NSTI TUTES OF HEALTH S (NIH) CONTROLS
OVER ADVI SORY COW TTEES' POTENTI AL CoNFLI CTS- OF- | NTEREST, "
A-15-93- 00020, SEPTEMBER 1993

O G Recommendati on

Responsible NIH officials told us that they have initiated
various corrective actions which should, when fully

i mpl emented, inprove the internal controls over conflicts-of-
i nterest. However, in order to assure the adequacy of
internal controls, we recomrend that the Assistant Secretary
for Health direct the Director of NIH to:

1. Expedite the conpletion of corrective actions to:

a. Enforce the requirenents that nenbers' financial
disclosure forns be reviewed for all committee
activities to identify any perceived or actual
conflicts-of-interest.

PHS Comment

We concur. The NIH has had a |ong-standing procedure in place
for the annual collection and review of financial disclosure
forms submtted by nmenbers of advisory conmttee? who are
appoi nted as Special Governnent Enployees (SGE). The NH has
routinely reviewed financial disclosure forns for conflicts-
of-interest for specific grant and contract matters. \Were a
conflict-of-interest is identified, the NIH disqualifies the
SCE advisorr committee nenber fromparticipating in any matter
that directly and predictably affects that nmenber's financi al

i nterest.

On February 12, 1993, N H senior officials convened a neeting
of responsible staff to instruct themin review ng financi al
disclosure forns for conflicts-of-interest related to genera
program and policy matters to be discussed at committee
meetings. Staff were instructed to review before the next
advi sory commttee neeting each SGE advisory committee
menber's Form HHS 474, "Confidential Statement of Enploynent
and Financial Interests," along with each nember's curriculum
vitae and the next nmeeting agenda. The officials were

provi ded gui dance on what constitutes a conflict-of-interest
for specific grant and contract matters and for general
program and policy matters. Al so explained were the

"Under the Ethics in Government Act of 1978, as revised, SGE
advi sory conm ttee nenbers are required to file a financial
di scl osure report on appoi ntnent and annual ly.



procedures to be used for resolving conflicts-of-interest,

I ncluding disqualification,® or preparation of a genera

wai ver under 18 U S.C. Section 208. These procedures were
confirmed in a menorandum of March 3, 1993. Al SGE nenbers’
financial disclosure fornms were subsequently reviewed before
the next committee neeting. Oficials also were instructed to
obtain and review updated financial disclosure informtion and
to take appropriate action to resolve any conflicts-of-
interest identified for each SCGE advisory conmttee nenber
prior to every future neeting.

The NIH has had the sane | ong-standing procedure for the
annual collection and review of financial disclosure forns
subm tted by nenbers designated to serve on Scientific and
Techni cal Peer Review Commttees (STPRC). The financial

di sclosure forns are reviewed for conflicts-of-interest for
specific grant and contract matters and a nember is
disqualified fromparticipating if a conflict is identified.
The NIH is inplenmenting a managenent control review of
procedures to detect and prevent conflicts-of-interest for
nmenbers designated to serve on STPRCs.

O G Recommendati on

1. b Require an ongoing review to identify changes in a
menber's financial interests and/or advisory roles
which may result in a perceived or actual conflict-
of -interest.

PHS Conment

We concur. A process to require an on-going update of
financial information and review of SGE nenbers' financi al
interests was devel oped. Meetings were held in August 1993
with NIH senior officials, including a neeting with the NIH
Institutes, Center, and Division (TCD) Directors, chaired by
the Acting Director, NIH to instruct themin the foll ow ng
procedures. Wthin 30 days prior to each advisory commttee
neeting, the NNHw ll: obtain fromeach SGE advisory

comm ttee nmenber an updated financial disclosure form(to
ensure that the information is conplete, SGE nenbers are
instructed to informthe conmttee s designated Federa
official at the nmeeting of any additional financial changes
~that have occurred after the updated financial disclosure form
was submitted; and review for each SCGE advisory comittee

’A general waiver allows a menber to participate in all gener al
matters that may directly affect the nenber's financial Interest,
but not natters specifically and predictably affecting the menber's
financial interest.



menber the updated financial information, taking the
appropriate steps (such as disqualification or granting of a

general waiver) to resolve any identified conflicts-of-
I nterest.

These procedures were distributed in witing to the NIH
Conmi ttee Managenment O ficers on August 17, 1993, and the
wi |l be incorporated into a revised i ssuance of N H Manua
1810, "Procedures for Avoiding Conflicts-of-Interest in the
Use of NIH Advisors and Consultants" that is schedul ed for
publication in January 1994.

The NIH is inplenmenting the necessary controls to obtain and
review updated financial disclosure information from nenbers
designated to serve on STPRCs for review prior to each STPRC
neet i ng.

O G Recommendati on

1. c. Revise the financial disclosure formto request
information on the member‘s involvenent in
nonfederal grants and contracts.

PHS Comment

We concur. Effective Cctober 1, 1993, NIH initiated the use
of the Standard Form (SF) 450, "Executive Branch Confidenti al
Fi nancial Disclosure Report," for SCE advisory commttee
menbers. The SF 450 requires the identification of nonfederal
sources of incone.

The SF 450 does not request information concerning a
respondent's involvenment in nonfederal grants and contracts.
To capture this information, NH developed an alternative
financial disclosure form which was submtted to the Ofice of
Government Ethics on July 11, 1993. The Director of the
Ofice of Governnment Ethics notified the Department on August
20, 1993, that the alternative form would have to be submtted
for proposed rule-making. The NIH through the Ofice of the
Special Counsel for Ethics, DHHS, plans to pursue the proposed
rul e- maki ng.

The NNH is inplementing the necessary controls to seek simlar
information from nmenbers designated to serve on STPRCs.

O G Reconmendat i on

1. d. Provi de updated guidance to responsible NIH
officials for identifying perceived or actual
conflicts-of-interest and determ ning when waivers



shoul d be sought to obtain the essential services of
t hese nenbers.

PHS Comment

We concur. As discussed above, during the summer of 1993, the
procedures for identifying and resolving conflicts-of-interest
for SCGE advisory commttee menbers were di scussed with senior
NIH officials and provided, in witing, to the NNH Commttee
Managenment O ficers. These procedures invol ve obtaining
updated financial disclosure information prior to each
nmeeting; reviewing that information for all potential
conflicts-of-interest in all situations {specific grants and
contracts and advice on general program and policy issues);
and preparing general waivers, as provided under 18 U S.C
Section 208, and disqualifications. The procedures wll be

i ncorporated into a revised i ssuance of NIH Manual 1810,
"Procedures for Avoiding Conflict-of-Interest in the Use of

Nl H Advi sors and Consultants." That manual issuance is

schedul ed for publication in January 1994. Applicable

sections of other handbooks and guidelines are also being
revi sed.

The NNH will also revise all guidance regarding procedures for
identifying and resolving all potential conflicts-of-interest
in all situations for menbers designated to serve on STPRCs.

O G Recommendati on

1. e. Ensure that nenbers with potential conflicts-of-
interest are disqualified from participating or
receive a properly reviewed and approved waiver.

PHS Comment

W concur. The NIH has had, and will continue, a |ong-
standi ng practice of routinely disqualifying any SGE nmenber

fromparticipation in any matter that directly and predictably
affects that nenber's financial interest.

The NIH has initiated the foll owi ng procedures for %ranting
general waivers under 18 U S.C. Section 208. If, after review
of the nmenber's financial information and the neeting agenda,
the commttee's designated Federal official finds that there
could be a potential conflict-of-interest, the designated
Federal official wll request, in witing, that the
appro%riate NI H Deputy Ethics Counsel grant a general waiver
for that nmenber. The general waiver is based on a

determ nation that the need for the menber's advice and
services outweighs the potential for a conflict-of-interest
created by the financial interest involved. Each requested



wai ver is reviewed by the Assistant Special Counsel for

Ethics, NH for concurrence to ensure that only appropriate
general waivers are requested. After concurrence, the request
I's forwarded to the appropriate NIH Deputy Ethics Counsel or
for decision. These procedures will be followed prior to each
advisory committee neeting.

The NIH has had, and will continue, a simlar |ong-standing
practice of routinely disqualifying STPRC nenbers from
participation in any matter in which there may be a real or
perceived conflict-of-interest for a specific grant or
contract. The NIH is inplenenting a managenent control review
of procedures to detect and prevent conflicts-of-interest for
nmenbers designated to serve on STPRCs.

O G Reconmendat i on

2. Ensure that qualified enployees independent of those
involved with advisory commttee activities periodically
test a sanple of all approved waivers to determne if the
controls are followed and result in only appropriate
wai vers being granted for menbers.

PHS Comment

We concur. Under the delegation of authorities from the
Secretary, DHHS, and Director, NIH to grant conflict-of-
interest waivers for SGE advisory conmttee nenbers,
concurrence by the Assistant Special Counsel for Ethics, NH,
must be obtained prior to approval of each requested waiver.
The Assistant Special Counsel for Ethics, NIH is a menber of
the DHHS O fice of the General Counsel and is a person

i ndependent of those involved with NIH advisory commttee
activities. Thus, every requested waiver is reviewed by a
qual i fied independent enployee.

O G Recommendati on

3. Performa followup review within 1 year after conpleting
the corrective actions related to the internal control
weaknesses di scussed herein, and conduct future internal
control reviews as required by the Federal Mnagers
Financial Integrity Act (FMFIR) program

PHS Conment

We concur. The NIH has identified Committee Management-
Conflict of Interest as a managenent control area in its
managenment control program e NNH has initiated a risk
assessment, which is the first step in the FMFI A process, of



the advisory conmmittees conflict-of-interest area. This FMFIA
review applies to SGE nenber conmittees and STPRCs.

Techni cal Comment s

[ DELETED ]

' To avoid confusion, technical comments, which pertain to sections of our draft
report that have been revised in the final report, have been deleted.



