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Date .
Bryan B. Mtchell et MMAC

From
Princi pal Deputy Inspe:;ZJr General

Subect Revi ew of Al legations of M snmanagenent at the Food and Drug
Adm nistration - Newark District Ofice (A 02-91-02522)

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

The attached final audit report provides you wth the results
of our review of alleged m smanagenent at the Food and Drug
Admi nistration (FDA), Newark District Ofice (NDO.
Congressman John D. Dingell, Chairman, House Subcommttee on
Oversight and Investigations (Subcommttee), Committee on
Energy and Commerce, requested that the office of Inspector
General (O G conduct an audit of Npo to: (1) determne if
the alleged inproper managenent practices in that office have
hi ndered the enforcenment of the Federal Food, Drug, and
Cosnmetic Act; and (2) render an opi nion on whether such
practices inhibit the proper inspection of pharnmaceutical
manuf acturers and other firnms regul ated by FDA

In a subsequent related request, we were asked to evaluate if
a specific investigator was mstreated and if nanagenment
hi ndered attenpts to conplete a field inspection.

W found no evidence to support allegations that NDO
managenment inhibited the proper inspection of generic drug
manufacturers and other firns regul ated by FDA.  However, “we
found that NDO was operating with 18 percent |ess
investigators than authorized, and 76 percent of the
investigators had |ess than 1.5 years of experience. These
factors undoubtedly contributed to the fact that Npo was only
able to conplete 113 (34 percent) of its 335 budgeted

i nspections for Fiscal Year (FY) 1991. These are problens
that coul d: (1) adversely inpact FDA's ability to conplete
its mssion of regulating generic drug manufacturers and
others through inspections; and (2) nerit the attention of
seni or departnental and congressional officials. %

W did identify a high turnover rate at NDO as conpared wth
the turnover rates at three other district offices. However,
we found no docunentation to support the contention that

I nproper or inconpetent managenent caused qualified
investigators to seek other enploynent.
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We did not find any records supporting allegations that funds
were diverted or financial docunments were renoved from NDO
offices to inpede FDA's internal financial reviews. However
during our review of expenditure of funds, we found that NDO
had i nproperly obligated and expended about $15,800 of FY 1988

f unds.

Regarding one investigator's allegations, we found no
docunentation that NDO managenent mstreated the enpl oyee or
hi ndered attenpts to conplete an inspection. Contrary to the
specific conplaints, we determned that the investigator was
not : (1) deprived of an inspection diary; (2) required to
make unschedul ed visits to brief NDO managenent: or

(3) replaced by an inexperienced and incapabl e investigator.
In response to the Subcommttee's request that we review this
investigator's performance record, we determned that the
investigator's record of enforcement actions was the fourth
hi ghest anong 13 peers between Fys 1984 and 1990.

Qur report includes recomendations to correct deficiencies
noted during our audit. Inits June 26, 1992 comments on our

draft report, the Public Health Service (PHS) generallﬁ
concurred with our recommendations. The PHS comments have
been incorporated into the Agency Comments and O G Response
section of this report and are included in their entirety in

t he Appendi x.

W woul d appreciate being advised within 60 days on the status
of corrective actions taken or planned on each recommendati on.
If you wish to discuss our findings further, please call nme or
have your staff contact Daniel W Bl ades, Assistant |nspector

General for Public Health Service Audits, at (301)443-3583.

A copy of this report is being sent to Congressman John D.

D ngel | .

At t achnment
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Princi pal Deputy Inspectfor General

Subiect Revi ew of Allegations of M smanagenent at the Food and Drug
Admi nistration - Newark District Ofice (A 02-91-02522)

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

This final report provides you with the results of our review
of alleged m smanagenent at the Food and EXug_Adninistration
(FpDA), Newark District Ofice (NDO). The audit was conducted
at the request of Congressman John D. Dingell, Chairman, House
Subcomm ttee on Oversight and Investigations (Subcommttee),
Comm ttee on Energy and Conmmerce.

W were asked specifically to: (1) determine if alleged

| mproper managenent practices hindered the enforcenent of the
Federal Food, Drug, and Cosnetic Act (Act) by the NDO and
(2) render an opinion on whether such practices inhibit the
proper inspection of pharmaceutical manufacturers and ot her
firnms regulated by FDA. Specific allegations of inproper
managenent practices were:

The NDO management renmoved experienced
investigators from generic drug inspections
and replaced themw th newer and |ess
experienced investigators, or harassed
investigators to termnate their inspections
prematurely.

Management favoritism controlled assignnents,
| eave policies, and pronotions.

Funds were diverted and docunents were renoved
fromthe district office prior to an FDA
internal financial review.

H gh personnel turnover was due to NDO
m smanagenent rather than the attraction of
hi gher salaries in the private sector.

&

"'\n the final report, usc of  the title inspector has been changed to tnvestigator in accordance with the
Public Health Scrvice’s technical comments.
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A specific experienced investigator was

m streated by NDO managenent. Wien review ng
this allegation, the Subconmttee requested
that we determ ne: (1) how many times the

i nvestigator was recalled to the district
office for briefings; (2) who recalled the

i nvestigator and for at reasons: (3) how many
i njunctions and ot her enforcement actions the
i nvestigator was involved in over the past

7 years: and (4) how the investigator conpared
w th peers on the nunber of enforcenent
actions.

SUMVARY

Based on the results of our review, We found no support for
the allegations of m smanagenent or m streatnent of enployees.
There was no indication in the records that NDO managenent
renoved experienced consuner safety investigators from

i nspections of generic drug firnms and replaced themw th | ess
experienced staff. Moreover, there was no evidence to support
the allegation that NDO managenent practiced favoritismin the
control of assignments, |eave policies, and pronotions.

Further, we did not find any evidence of the renmoval of
financial documents or diversion of funds. However, we did
find that Npo had inproperly obligated and expended about
$15,800 of Fiscal Year (FY) 1988 funds. An analysis of
personnel turnover data showed that personnel |osses were

mai nly due to the attraction of higher salaries offered by the
private sector, rather than NDO nmanagenent practices.

W determ ned that one investigator's allegations of

m streatment were unfounded in that the investigator in
question was not denied the inspection diary, nor was the
investigator required to nmake unscheduled trips to NDo that
woul d have hindered the tinely conpletion of an inspection, as
alleged. The Subcomm ttee requested a conparison of the
investigator's enforcenent actions and ranking with peers for
a 7-year period. Qur conparison of the investigator’s
enforcenment actions wth I nspections during the period

(FYs 1984 through 1990) showed that the inspections resulted
in an enforcenent action 27.3 percent of the tine (41
enforcenments for 150 inspections). For the 7-year period, the
investigator's average ranking was fourth anong 13 simlarly
graded peers in the ratio of enforcenent actions to total
nunber of inspections.

The fact that Npo operated with 18 percent |ess investigators
than authorized and nost of these investigators were
relatively inexperienced, contributed to the fact that NDO was

only able to conplete 113 (34 percent) of its 335 budgeted
inspections for FY 1991. W believe these are potentially

-
%
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serious problens which coul d: (1) adversely inpact FDA's
ability to conplete its mssion of regulating generic drug
manuf acturers and others through inspections; andVéZ) mer it
the attention of senior departnental officials. are
reconmendi ng that you direct FDA to conduct internal control
revi ews under the Federal Managers' Financial Integrity Act
(FMFIA) of their regional and district office responsibilities
for performng drug, nedical device, cosnetic, and food

I nspections. W believe these reviews should be schedul ed as
soon as possible.

The Public Health Service (PHS), in its June 26, 1992 coments
on our draft report, generally concurred wth our

reconmendat i ons. The PHS conmments have been incorporated into
the Agency Comments and Office of Inspector CGeneral (OQ
Response section of this report and are included in their
entirety in the Appendix. Technical coments provided by PHS
have been incorporated where applicable.

BACKGROUND

The NpDO is 1 of 21 district offices responsible for enforcing
the Act. It is organized into 4 branches (Investigation
Conpl i ance, Product Surveillance and Approval Unit, and
Admnistration) and at the time of our audit, was staffed with
101 enpl oyees. As of November 29, 1991, ~NDO had an

aut hori zation of 73 investigator positions to conduct field

i nspections of establishnents under FDA jurisdiction. The

Phi [ adel phia District Laboratory supports NDO Wi th specialists
who inspect |aboratory operations during drug manufacturing
firm inspections. Although NDO is |located in FDA's Region
11, personnel support is provided by Region Il Personnel
Ofice in New York Cty. The Npo is located in Wst O ange,
New Jersey, has sub-offices in North Brunsw ck and Canden,

New Jersey, and carries out FDA inspections in that State
Further, according to NDo personnel, New Jersey is the State
wi th the highest concentration of drug manufacturing firns.

The FDA's regional offices use the Program Oriented Data
System (PODS), a nanagenent-based conputer system to record
information about inspections and investigator performance.

I nformation in PCDS identifies all investigators who
participated in each inspection. The Npo al so nai ntains

Est abl i shment | nspection Reports (EIR) to show inspection
results and record job assignnents and reassi gnnents.

| ncluded in these reports are copies of the "Notice of

| nspection" docunents, containing the nanes of all FDA
personnel involved in the inspections. These are issued to
the firmat the beginning of the inspection, wth subsequent
notices prepared each time an FDA enpl oyee is added to the

i nspection team The subsequent notice contains the names of

&
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the newy added nenbers, and each nmenber remaining on the
I nspection.

Pronotions in FDA district offices for investigators are
conpetitive for grades General Schedule (GS)-12 and above.

The pronotion process requires filing an Application for
Federal Enpl oynent Standard Form (SF)-171 with the district's
personnel office. The SF-171 contains a record of an

i ndividual's enploynent history, education, and awards. The
SF-171's are then evaluated by an inpartial panel and a "Best
Qualified" (BQ list prepared. Fromthis list an individual

is then selected for pronotion. Between Cctober 1989 and June
1991, NDO managenent conpetitively pronoted five enpl oyees.
Nonconpetitive career |adder pronotions account for the
majority of pronotions at NDO  For Investigators, career

| adder Pronntions are made up to the GS-11 grade |evel

Career | adder pronotions are nmade when individuals denonstrate
that they can performthe duties at the next highest grade and
havg conpleted at |least 1 year of service at the current

grade.

The Npo obligation authority for rys 1988, 1989, and 1990 were
$267, 895, $293,489, and $330,566 respectively. A though the
oin?ation authority expires at the close of the FY,

regul ations provided a 2-year period in which to obtain goods
and services ordered during the original FY. Governnent
accounting regul ations and FDA's own accounting manual states
that funds deobligated after the expiration of the original
period of obligational availability revert to the Departnent
of the Treasury (Treasury) and are not available for further
obl i gation

The FMFI A requires Federal agencies to review their systens of
internal control and report on the systemls status in
accordance with policies and procedures contained in the

O fice of Managenent and Budget G rcul ar A-123, Revised. Each
aPency must devel op a 5-year managenment control plan (MCP) to
plan and direct the process for review ng risk, and

I dentifying and correcting naterial weaknesses in internal
control systens.

OBJECTI VES, SCOPE AND METHODOLOGY

The primary objectives of our review were to determne

(1) if there was any validity to the allegations of inproper
managenent practices or mstreatnent of enployees; and

(2) whether NDO managenent practices hinder FDA's ability to
enforce the Act.

To ascertain if experienced investigators had been replaced or
pressured to term nate an assignment prematurely, we
interviewed a sanple of current investigators. The
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i nterviewed enpl oyees were asked if they had ever experienced
such actions. W also reviewed a sanple of EIRs to determ ne
if the record showed any instances of investigators being
removed from inspections.

As a starting point in our analysis of whether NDO managenent
practiced favoritism we analyzed the racial and gender
conposition of NDO to ascertain if there was an obvi ous
pattern of bias present in the district office staff. In our
interviews, we also asked enployees if they had ever faced
discrimnation in their assignnents and pronotions or were
denied |leave when it was requested. Ve also reviewed enpl oyee
| eave records, and career |adder and conpetitive pronotions to
determne if NDO managenent had shown favoritismin inspection
assi gnnents, pronotions, and granting annual and sick |eave.
Sel ected financial records for Fys 1988, 1989 and 1990, with
enphasi s on procurenent transactions, were reviewed to
determne if funds had been diverted or iTProper expendi tures
had been made. Enpl oyees were interviewed to determine if

t hey had knowl edge of any inproper fund expenditures or

unaut hori zed renoval of docunments from NDO prem ses.

To determne if personnel turnover at NDO was caused by

m smanagenent, we interviewed former enployees to ascertain

why they had left FDA for enploynment in the private sector.

W also reviewed resignation letters of former enpl oyees to
determne if reasons cited for |eaving supported the results
of our interviews. W also conpared personnel |osses in four
other districts with Npo | 0sses to determ ne if high personnel
épsses were unique to one district or conmon in other
istricts.

To ascertain whether a specific NDo investigator had been

m streated, we provided the managenent of NDO the opportunity
to respond to the alleged types of mstreatnent. W verified
NDO's response to docunents used by managenent to support
their response. W analyzed conputer-generated data from
FDA's PCDS for the purpose of conparing the results of

i nspections conducted bg the subject investigator with the
results of inspections by the investigator's peers. For this
purpose, we analyzed data for the 7-year period fromFrys 1984
t hrough 1990.

To assist us in deternininP vulnerabilities in NDO's ability
to enforce the Act, we analyzed staffing patterns and
experience levels of current enployees. W also eval uated
NDO's ability to nmeet its annual program goals bK anal yzi ng
annual work |oad acconplishnents. e NDO's work | oad
acconpl i shnments were then conpared with the performance of
other FDA district offices as a measurenent of NDO's
productivity.

&
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Qur field review was performed between May and COctober 1991

at the Npo offices in West Orange, New Jersey. The review was
conducted in accordance with generally accePted gover nnent

audi ting standards and included testing of financial
oPeratlons and managenent practices related to specific

al l egations contained in the Subconmittee's request. Qur
review of internal controls was generally limted to
accounting procedures associated with the obligation of funds.
The review al so included an anal ysis of Npo personnel and work
| oad statistics.

REMOVAL OF EXPERI ENCED | NVESTI GATORS FROM DRUG | NSPECT| ONS AND
PREVATURE TERM NATI ON OF | NSPECTI ONS

The first allegation contained in the request for audit was

t hat NDO nanagenent : (1) renoved experienced investigators
fromdrug inspections and replaced themw th | ess experienced
staff; and (2? harassed investigators to termnate inspections
prematurely. ~To ascertain the validity of this allegation, we
interviewed investigators and anal yzed docunments that showed
whi ch investigators had been assigned to an inspection.

We randomy selected a sanple of 10 of 22 NDO investigators
who were at grade level GS-9 or higher. The sanple was
limted to these grade | evel s because we believed that

i nvestigators of [ower grades probablr woul d not have worked
| ong enough to have experienced the alleged m smanagenent
practices. Each of the 10 investigators selected had worked
for FDA for at least 2 years *hhe average was 8.8 years

enpl oyed as investigators). ne of the 10 enpl oyees
interviewed reported ever being renoved from assi gnnents and
replaced, or forced to termnate an inspection prematurely.
Several enployees did report being reassi?ned tenporarily to
higher priority assignments, but eventually returned to
conplete the original inspection

We also reviewed the inspection history, over a 3-year period,
of a random sanple of 12 out of 47 generic drug manufacturers
| ocated in New Jerse%. The FDA conputer records showed that
302 inspections had been perforned on the 47 generic drug
firms during the 3-year review period. A conputerized |isting
extracted from Fpa's PODS showed that a total of 72

i nspections were performed on the 12 sanpled firns during the
revi ew period.

A critical itemof information captured by PCDS is the
identification of all investigators who participated in each
of the inspections. W used this infornmation as a starting
point in substantiating the conclusions reached fromthe
interviews discussed above. For those inspections on which
PODS tine data showed nore than one investb%ator assigned to
the inspection, we reviewed the EIR files which contain all

&
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hard copy documentation relative to the inspection. Included
in this file is a copy of the "Notice of Inspection" docunent,
contai ning the names of all FDA personnel participating in the
i nspection, which is required to be issued to the firmat the
inception of the inspection. A subsequent notice is prepared
each time an additional FDA enployee is added to the

i nspection team. The subsequent notices contain not onlﬁ t he
names of the newy added nenbers, but nust also repeat the
names of each previously gartlcipating menber still remaining
on the inspection team he information contained in these
documents, in our opinion, would evidence a renoval and

repl acenent of an investigator, in that the replaced
investigator's name would not appear on a subsequent notice
whi ch woul d contain the name of the newl y assigned _
investigator. Qur detailed review of these documents relative
to the selected inspections did not show that any

i nvestigators had been replaced during a 3-year period.

FAVORI TI SM | N ASSI GNVENTS, LEAVE AND PROMOTI ONS

It was also alleged that nanagerial favoritism controlled
assignments, leave, and pronotions. To analyze the validity
of this allegation, we reviewed the racial and gender nakeup
of Npo staff to determine if there was an% evi dence of
institutional bias which mght indicate the existence of such
favoritism We also nade a separate anal ysis of seniorgrades
(G511 and above) to determine if any bias was indicated by
their conposition. Qur interviews wth 10 selected enployees
i ncluded questions about their experiences with assignments,

| eave, and pronotions. W reviewed career |adder and recent
conpetitive pronotions to determne if NDO had foll owed proper
procedures relative to those types of pronotions. Enployee
annual |eave records were analyzed to determne if large |eave
bal ances were an indicator that enployees were not allowed to
take | eave when they requested it.

The analysis of the racial and gender conposition of NDo

enpl oyees did not disclose any pattern of bias. W found that
55 percent of the total nunber of enployees were female:

62 percent _were Caucasian and 38 percent were ethnic
minorities®. In the senior grades, 53 percent-were Caucasian
mal es and 47 percent were female and/or ethnic mnorities.

Ourinterviews with selected enployees did not reveal any
patterns of favoritismin assignnents, annual or sick |eave,
or promotions. The interviewed enployees stated that they:

2 Ethnic mnorities were defined as noncawcasians At NDO, ethnic minorities were Asian, Hispanic, or
Black.

&,
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(1) have received assignnents that they like and that would
assist themin their career progression; (2) had been all owed
to take annual or sick |eave when they requested it; and

(3) had not been discrimnated against in either career |adder
or conpetitive pronotions.

Promotions in FDA district offices are conpetitive for grades
GS-12 and above. The first step in the conpetitive pronotion
process is to file an SF-171 with the district office's
supporting personnel office. The SF-171 is simlar to a
resune in that it primarily contains a record of an

i ndi vidual 's enployment history, education, and awards. The
applications are then evaluated by an inpartial panel and a BQ
l1st is conpiled and provided to the selecting official

Based on interviews and his personal know edge of the

qual i fications of the eanoYees on the BQIlist, the selecting
official will choose an enployee for the conpetitive
pronotion. Between Cctober 1989 and June 1991, five _
conpetitive pronotions were made in the NDO. '"Qur analysis of
the regional personnel office's records for each of the five
Bronntlons showed that established rules and procedures had
een foll owed.

Career |adder pronotions account for the majority of
pronotions in a district. For an investigator, career |adder
pronotions are made up to the GS-11 grade level. The genera
guideline for career |adder pronotions is that the enpl oyee
nmust denonstrate that he can performthe duties at the next

hi ghest grade and nust have 1 year of service at the current
grade. V¥ reviewed the career |adder pronotions of 47
Investigators to determne if enployees had been pronoted
within their career |adder tmefranes. Qur review showed
that only three investigators had not been pronoted w thin
these time frames. W discussed the case of each of the three
investigators with their supervisors. According to their
supervisors, the pronmotions had been del ayed because the
investigators were not ready to performthe duties at the next
hi gher grade |evel

In addition to enpl oyee interview discussed above, we

revi ewed annual |eave records of all enployees to determne if
managenent showed favoritismin granting leave. Qur review

was limted primarily to nonmanagerial enployees with |arge .
use-or-1 ose annual |eave bal ances, which could be an indicator *
that certain enployees were consistently denied annual |eave.

VW identified 10 enployees with large use-or-|ose bal ances.

In our interviews wth these 10 enployees, all of them stated
that they had not experienced any problens with being granted
annual |eave when they requested it.
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DI VERSION OF FUNDS AND REMOVAL or DOCUMENTS

In the Subcommittee's request, there were allegations that
funds may have been diverted and that a |arge nunber of
docunents had been renoved from NDO prem ses prior to an
internal review Qur review did not disclose any diversion of
funds or that docunents had been renoved inproperly fromthe
district office. However, we did find that approximtely

$15, 800 had been obligated and expended inproperly. Federal
Gover nment accounting regul ations and FDA's own accounti ng
manual state that funds deobligated after the expiration of
the original period of obligational availability revert to the
Treasury and are not available for further obligation. W
were provided with documents at the start of our audit
indicating that funds m ght have been obligated and expended
after obligational authority had expired. Based on this
information, we reviewed accounting records maintained by Npo
for Fys 1988, 1989, and 1990. The review was |imted to the
determ nation of whether funds obligated at the end of each FY
wer e deobll%gted and subsequently obligated for other

pur poses. r anal ysis showed that for the 3 years reviewed,
only FY 1988 funds were obligated and expended i nproperly.

The Npo was given obligational authority for $267,895 to
support its operations during FY 1988. ~ By the end of FY 1988,
NDO's entire budget had been obligated. O this anount,

$65, 000 of obligations for goods and services had not yet been
recei ved and/or paid for. t hough the obligation authority
had expired at the close of the FY, regulations provided for a
2-year period in which to receive or pay for goods and

servi ces ordered under the FY obligation authority.

| ncl uded in the $65,000 unliquidated obligation balance were
bl anket obligations which represented estimates for the costs
of certain items such as travel, maintenance, and tel ephone
service which NpDo had recorded as an expense, but for which
the exact anpbunt was not known when FY 1988 ended. Paynents
for these itens were made agai nst the blanket obligation until
all of the gast year's exPenses were paid. The anount of the
estimated obligation should have approximated the actual
expenditures, possibly leaving only a small balance. Any

funds remaining should then have been deobligated and would
have reverted to the Treasury.

W found, that as of January 31, 1990, 16 nonths after the end
of FY 1988, NDo had approxi mately $15,800 still unliquidated
inits blanket obligations for travel, telephone, and

supplies, wth no further expenditures anticipated.
Accordingly, these funds shoul d have been deobligated and
returned to the Treasury. Instead, the remaining funds were

reobligated to purchase furniture for $9,150 and office
alterations of $6,650.
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PERSONNEL TURNOVER

The final allegation was that arbitrary and capricious
managenent has driven a |arge nunber of experienced enpl oyees
into private industry. To assess the validity of this

al l egation, we conpared the nunber of professional enployees
who had resigned in four FDA districts between the years 1983
and 1990 to determne if |arge personnel |osses were unique to
NDO. W al so conducted interviews with former enpl oyees and
reviewed letters of resignation (LOR) to determ ne why they
had | eft Npo for the private sector.

W determ ned that Npo had a high personnel turnover rate,
when conpared with three other FDA district offices (see table
below). However, we found no evidence to show that enpl oyees
were driven from NDo enpl oynment because of alleged arbitrary
and capricious management practices.

Comparison_of Turnover Rates
(FY 1983-1990)

Ayera?e No. of Tur nover
No. o Enpl oyees Rat e
FDA District Enpl oyees Who Left (Percent)
New Yor k 170 33 19.4
Phi | adel phi a 103 44 42.7
Chi cago 91 19 20. 8
Newar k 95 56 58.9

To determ ne why NDO enpl oyees |left FDA to work in drug
manufacturing firnms, we interviewed seven forner senior |eve

enpl oyees. Si x of the enpl oyees had been naned in a list of

di sgrunt| ed enpl oyees conpiled by the Subconmttee. These six
enpl oyees stated that they left for higher pay offered by drug
firms. One enployee refused to respond to our questions. W

al so reviewed the personnel files of all 20 enpl oyees who had
resigned from ~po during rFys 1990 and 1991 to determ ne from
Lors Why they wanted to | eave FDA. Qur review showed that: <

0 Ei ght enpl oyee LoRs contai ned only general
statenments that the enployee was resigning.

0 Fi ve enpl oyees stated that they were returning to
graduate or medical school.
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0 Two stated they were going to the private sector for
more noney.

0 Two left to work in another field, one transferred
to the United States Custons Office, one left
because of an ill child who needed attention, and

one file contained no LOR

Qur interviews and review of Lors did not indicate that
enpl oyees | eft NDO because of arbitrary and capricious
managenent practices by NDo officials.

ENFORCEMENT OF THE ACT

The Subconmmittee requested that we express an opinion on

whet her al | eged m smanagenent practices have hindered the
enforcenent of the Act by NDO. Qur review did not reveal an
basis for allegations of nismanagement. Accordingly, we could
not relate the managenent practices of the NDO with its
ability or inability to enforce the Act. However, to evaluate
NDO's capability to enforce the Act, we reviewed NDO's past
performance with respect to its ability to neet its budgeted
performance goals, and the conposition of its current work
force used to neet district goals. Qur review disclosed a

vul nerability at NDO which could affect its ability to enforce
the Act. W found that NDO has a shortage of qualified

investigators and a | arge nunber of those investigators have
limted experience.

The NDO is currently authorized 73 investigator positions. As
of Novenber 29, 1991, only 60 were on board, or about

18 percent |less than were authorized. Coupled with this
shortage is the limted experience of investigators who
conduct drug firm inspections. Approximately 76 percent of
current investigators have less than 1.5 years of experience.
The NDO and its Regional Headquarters are aware of this_
probl em and have taken steps to minimze its effect. Since
Cctober 1, 1991, ~Npo hired 9 new enpl oyees as investigators,
whi ch brought its personnel strength up to the current nunber
of 60 investigators. The FDA's Md-Atlantic Regional Ofice
transferred 16 investigator positions fromits authorization
to NDO to help with the shortage. To speed up training of new
investigators, the NDo director has initiated locally
sponsored drug and nedi cal device training prograns Instead of
waiting for spaces in FDA's national training courses. In
addition, NDO nanagenent has altered its normal policy of

provi ding broad based experience to its investigators and has
dedi cated some of themto performng only drug Inspections.

The inpact of the shortage of personnel is reflected in NDO's
inability to provide inspection coverage to all the drug firns
under its jurisdiction. The Npo provided us with data show ng
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that in FY 1991, ~Do's performance goal was 335 inspections.
The data showed that only 113, or 34 percent, of the

i nspections were conpleted. This appears to be a problem
common to all FDA districts, since, as this data showed, no
district was able to neet its goal wth respect to the nunber
of inspections planned.

To further evaluate NDO's ability to enforce the Act, we
reviewed an FDA study entitled, “Measuring |nspectional
Productivity, FY 1989 and 1990, Two Methods" which measured
the effectiveness and efficiency of all 21 FDA districts. In
the study, effectiveness was defined as the nunber of tinmes an
i nspection resulted in a serious enforcement action
Efficiency was defined as the nunber of actual inspections
conducted in available time. Qur analysis of the report
showed that in Fys 1989 and 1990, NDoO's national ranking was
eighth and fifth, respectiveIY, in effectiveness of its

i nspections. However, possibly as a result of its personne
shortage and inexperienced staff, NpDo ranked 20th and 19th in
the nunber of inspections perfornmed.

An FDA district office's personnel shortage and inability to
meet performance goals are two vulnerabilities that should be
identified through internal control reviews conducted by the
agency as part of its FMFIA process. These are

vul nerabilities that could: (1) adversely inpact FDA's
ability to regulate manufacturers of drugs, nedical devices,
cosmetics, and foods; and (2) nerit the attention of senior
departnental officials. However, in a previous O G review of
PHS compliance with FMFIA, we found that pHS' MCP for Fys 1990
and 1991 did not specifically provide for reviews of FDA
district office responsibilities for inspection of drugs,

nedi cal devices, cosnetics, and foods. Consistent wth our
findings at NDO, we believe that FDA should, as soon as

possi bl e, Perfornlinternal control reviews focusing on its
regional office responsibilities and perfornmance of

I nspections.

ALLEGED | NVESTI GATOR M STREATMENT BY NDO MANAGEMENT

In June 1991, O G received an additional request from the
Subcomm ttee to expand the audit to include a review of the

m streatnment of a specific investigator in connection with the
I nspection of a certain generic drug manufacturer. The
alleged mstreatnment of this investigator included being:

(1) deprived of the use of a diary containing inspection notes
needed to conplete a draft inspection report; (2) deliberately
Brevented fromconpleting the 1nspection in a tinely manner
ecause supervisors forced the investigator to make
unschedul ed trips to the district office for nmeetings; and

(3) replaced on an inspection by another investigator who had
to use the diary notes because the replacenent investigator
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was i ncapabl e of conpleting the inspection independently.
Specifically, the Subconmttee requested that we:

(1) determne how nmany tinmes the i1nvestigator was recalled to
the NDO fromthe subject inspection site, who recalled the
investigator and for what reason: and (2) determ ne and
conpare with the investi?ator's peers the nunber of

I njunctions and ot her enforcenent actions the investigator had
been involved in for a 7-year period.

W provi ded NDO nmanagenment an opportunity to respond to these
all egations and to provide docunentation to support their
response. W also reviewed the inspection diaries of both the
I nvestigator and the chem st who assisted on the inspection
The NDO managenent admitted that the investigator's diary had
been taken away, but that an exact copy, which included al

the notes relative to the inspection, had been furnished to
the investigator. W conpared the original diary to the copy
provided to the investigator and found that it contained notes
fromthe start of the inspection, December 12, 1990, to
February 14, 1991, 2 days after the investigator was notified
of removal from the inspection. If the investigator's diary
was the only basis for witing the inspection report, it would
appear that the investigator had the necessary information to
Wite a report.

The NDO managenent told us the investigator was renoved
because of failure to efficiently performan inspection at the
firm and because, during neetings with district managenent,
the investigator appeared unfocused and unable to summari ze
what the inspection was going to cover. This, coupled with a
conplaint fromthe Philadel phia Laboratory Director on the

m ni mal anount of tine being spent in the f|rn1b% t he
investigator, warranted the decision to renove the
investigator from this inspection. The NDO management
contended that the investigator was not required to make
unschedul ed trips to the office, but was required to provide
NDO managenent with oral reports about the status of the

i nspection. The Npo further contended that the reports were
made at the district office before the investigator was to
report to the inspection |ocation, therefore, the investigator
was not recalled fromthe inspection site. Qur review of the
investigator's diary supported NDO's contention that the
meetings were held prior to going to the inspection site. The
diary notes indicated that 4 formal neetings took place to

di scuss the status of the inspection. Qur review of the
assigned chemst's diary confirmed that the 4 neetings took

pl ace and generally lasted from1 hour and 15 mnutes to

1 hour and 30 m nutes.

Qur review did not support the allegation that the replacenment
investigator was not capable of conducting an independent
i nspection of a drug firm and therefore, needed to use the
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original investigator's notes extensively. W ascertained
that the replacenent investigator had 20 years of experience
and was considered a specialist in conducting drug firm
inspections.  The replacement investigator stated that a
review of the former investigator's diary notes was nade to
determine if there was any useable information in the diary
before continuing with the inspection. The replacenment
investigator infornmed us that there was little useable
information in the diary and that an extensive inspection
woul d have to be perforned. The replacenent investigator's
contention was supported by the chem st who provided technica
assistance for this particular drug inspection. The chem st
infornmed us that 3 additional weeks were required to be spent
on the investigation at this firmafter the renoval of the
original investigator.

In regard to the replaced investigator's standing with peers,
the foll owi ng schedul e shows the nunber of inspections
performed by the investigator and the enforcenment actions’
resulting fromthis work. As shown in the table below, of
150 inspections perforned by the investigator during the 7-
year period, 41, or 27.3 percent, of the inspections resulted
In enforcenent actions. he percentage of enforcenent actions
to inspections was conputed for all 13 simlarly graded
investigators for this same period. The investigator's
overall ranking for the 7-year period, when conparing all
percentages, showed that the investigator was ranked fourth
This information is shown in the last colum of the table.

Conparison of Enforcement Actions and Peer G oup Ranking
[nvestigator Performance

Peer
Fi scal Nunber of Nunber of G oup
Year | nspections Acti ons Percentage Ranki nq
(A) (B) (B/A)
1984 16 10 62.5 1
1985 23 8 34.8 1
1986 19 3 15. 8 7
1987 26 5 19.2 7
1988 21 6 28.6 5
1989 17 3 17.6 10
1990 28 _6 21.4 6
150 41 27.3 4

|

Based on our review, there did not appear to be any basis for
the allegations of mstreatment. The investigator was
provi ded a copy of the diary fromwhich an inspection report

3 Enforcement actions are an:(1) "Notice of Adverse Finding" letter; (2) regulatworyleter
(3) injunction; (4) product seizure; and (5) legal prosecution.
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of' the subject generic drug firm could have been conpl et ed;
NDo managenent did not prevent conpletion of the inspection in
a tinely manner by forcing the investigator to make
unschedul ed trips to the district office; and the repl acenent
investigator was a conpetent, experienced investigator who did
not have to rely on the replaced investigator's diary notes to
conplete the inspection.

CONCLUSI ONS

W found no evidence to support allegations that NDO
managenent inhibited the proper inspection of generic drug
manufacturers and other firns re%ulated by FDA.  However, we
found that NDO was operating with 18 percent |ess
investigators than authorized, and approxinmately 76 percent of
current investigators had less than 1.5 years of experience.

Al though we did identify a high turnover rate at the NDo
office, we found no docunentation to support the contention
that inproper or inconpetent managenent caused qualified
Investigators to seek other enploynent.

W did not find any records supporting allegations that funds
were diverted or financial docunents were renoved from NDO
offices to inpede FDA's internal financial reviews. However
during our review of expenditure of funds, we found that NDO

?addinproperly obli gated and expended about $15,800 of FY 1988
unds.

We found no docunentation supporting allegations that
managenent hi ndered an investi gator fron1Perforning an
inspection. W did not find that the enpl oyee was

deprived of a diary (nNpo did take the diary, but a conplete
copy was provided to the investigator? or replaced by an

I nvestigator incapable of independently conpleting an

i nspection. The investigator was asked to brief NDO
nana%enent on four separate occasions, but these were not
unschedul ed trips which took the investigator away fromthe
i nspection site. This investigator had 41 enforcenent actions
during the 7-year period, and based on the 27.3 percent of
actions resulting from inspections, was ranked fourth anong
the 13 simlarly graded investigators for the entire period.

The fact that Npo operated with 18 percent |ess investigators
than authorized, and nost of these investigators were
relatively inexperienced, could have contributed to the fact
that Npo was only able to conplete 113 (34 percent) of its 335
budgeted inspections for FY 1991. W believe that this is a
potentially serious problem that could: (1) adversely inpact
FDA's ability to conplete its mssion of regulating generic
drug manufacturers and others through inspections; and

(2) nerit the attention of senior departnental officials.

&,
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RECOVIVENDATI ONS

W recommend that PHS direct FDA to:

--  Conduct internal control reviews of FDA regional
office responsibilities and performance of drug,
nmedi cal device, cosnetic, and food inspections.

-- Rem nd regions of proper Bractices for reobligating
unused funds that should be deobligated and returned
to the Treasury.

--  Expedite hiring to fill authorized investigator
g??]tlons transferred fromthe Md-Atlantic Regional
i ce.

-- Continue nonitoring corrective actions to increase
i nspections and neet perfornmance goals.

AGENCY COMMENTS AND O G RESPONSE

Inits June 26, 1992 conmments on our draft report, PHS
general ly concurred with our recomendations. [Its conplete
response is included in its entirety in the Appendix to this
report and certain responses are paraphrased in this section.

The PHS concurred with our recommendation to conduct internal
control reviews of FDA regional office responsibilities and
per formance of drug, nedical device, cosmetic, and food

i nspections. According to PHS, in FY 1991, FDA's Ofice of
Regul atory Affairs (ora) conducted risk assessnents of its
field investigational programfor each of FDA's 21 district
offices: and in FY 1992, 1s conducting internal contro
reviews of these offices.

The PHS concurred with our recommendation to rem nd regions of
proper practices for reobligatin% unused funds that should be
deobligated and returned to the Treasury. According to PHS
ORA management has remnded all of its regional and district
office directors of the requirements to revert funds to the
Treasury after the original period of obligational authority.
This requirenent has al so been addressed durin traininP for
adm nistrative officers and it is an element of all quality
assessments of adm nistrative operations conducted by
headquarters personnel. |In comenting on this recomrendation
PHS stated that ora had previously discovered the reobligation
of unused funds during one of its own quality assurance
program assessnents. After receiving PHS' comments, we
attenpted to obtain fromFDA a report of such an assessnent,

but found that there was no witten record of ora's findings
and conclusions resulting fromits assessnent of this issue.

The PHS concurred with our recomrendation to fill authorized
i nvestigator positions that had been transferred fromthe
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Md-Atlantic Regional Ofice, but provided data show ng that
NDO S on-board staffing | evel had actually exceeded its
respective authorized FY staffing | evels as of the end of FY
1991 and by June 1992. The figures cited by PHS, however, do
not include the 16 additional 1nvestigator positions assigned
by the Md-Atlantic Regional Ofice to Npo in order to perform
generic drug and new drug inspections. \Wile PHS indicated
that the additional positions fromthe regi on were not
provided until the first quarter of FY 1992, our audit

di scl osed that these positions were, in fact, provided as
early as August 1991.

Regar dl ess of when the additional positions were provided to
NDO, the intent of our reconmendation was to ensure that NDO
has the necessary staffing capability to performits role in
inspecting FDA's regulated industries. Gven that the region
deermed it inportant to provide additional resources to NDO, we
continue to believe that it is critical for these positions to
be filled, particularly when NDO was able to inspect onIE

34 percent of its budgeted inspections in FY 1991. The PHS
response gives the inpression of a positive staffing posture
at NDO, but it does not provide data show ng a conmensurate

i nprovenent in Npo's ability to meet its work [ oad goals.

The PHS concurred with our reconmendation to nonitor
corrective actions to increase inspections and neet
performance goals. It stated that ora routinely nonitors and
reports on corrective actions from FMFI A corrective action

plans, regional quality assurance program assessnents, and on-
site reviews.

The PHS provided technical comrents to our draft audit report
that we have incorporated where applicable. Two of these
commrents focused on the rel evance and accuracy of our

di scussion of FDA's FMFI A program and MCP. W, therefore,
revi sed our FMFI A di scussion on page 12 to reflect our
concerns about staffing and work |oad performance. W
continue to believe that these issues should be exam ned as a

part of FDA's ongoing FMFI A responsibilities and incorporated
into the MCP

In another technical comment, PHS stated that npo had provided
us with procurenent documents resulting froman ora quality
assurance assessnent that had found the sanme probl em of

i nproper reobligation of funds discussed in our report. In
actuality, the procurenment documents we refer to in the draft
report were provided to us by an external source prior to the
audit's start. As stated above, FDA did not have

docurmentation of the ora quality assessnent discussing this
procurement issue.



Page 18 - Janmes 0. Mason, MD., D. P.H

We woul d appreciate being advised within 60 days on the status
of corrective actions taken or planned on each recommendati on.
Shoul d you wi sh to discuss the Issues raised by our review,

pl ease call nme or your staff may contact Daniel W Bl ades,

Assi stant Inspector General for Public Health Service Audits,

at (301)443-3583.
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Assf{stant Secrectacyf o r Realch

Qfficeo flaspector General (OIG) Draft Report "Review of
Allegations of M{smanagemeatat the FPDA Newartk District Office”

Iospector General, OS

Attached arethe Public Health Service s conments on the
subject 0IG 4caft report. W& coocur with the report's
racommendations a n d have taken, ot plau to take, acctons to
implenent them.

f¢/ James 0. Mason
Jameg 0. Mason, KQD.' Dr.P.H.

Attachaent



COMMFNTS OF TR nl_wﬁmq_lumm&&n%g ( PHS) ON-ML%EI’_IQLQ!
INSPECTQR GENERAL (QIG) DRAFT REPORT “REVIEW OF ALLECATIONS
OF MISMANAGEMENT AT THE FOQD_ AND DRUG ADMINTSTRATION NEWARK
' DISTRICT OPFICE." A-02-91-02522

at the request of Congressman Dingell, Chairman, Subconmmttee
on Oversight and|nvestigations, Committee on Energy and
Commerce, o16 conducted an audit of the Food and Drug
Administratfon’s (FDA) Newark District Office to deternine if
alleged improper nmanagenent practice8 inthe office had

hi nder ed e enforcenent of the Federal Foed, Drug, and
Cosmetic Act.. In its review 016 found noevidence to support
any of the allegations.

The following are our comments on the 01G's four
recommendationss

0IG Recommandatlion

W recommrend that PHSdirect FDA to:

1. Conduct internal control reviews of FDATregional office

responsibilities and performance of drug, nedical device,
cosmetic and food inspections.

PHS Comment

W& concur. In Fiscal Year (PY) 1991, FDA's Office of

Regul atory Affairs (ORA) conducted risk assessnents of its
Field | nvestigational Program for each of the 21 field sites.
I n py 1992, ORA 1S conducting internal control reviewsfor

t hese same sites. These reviewstake place at each district
office Wthin the region and include not only the conduct of
human drug, medical device, cosmetic and food inspections, but
al so covers other programs such as biologics, raclclogical
producta, and aninmal drugs and feeds.

O G Recommendation

2. Remind regions of Broper practices for reobli?ating unused
funds that should be deobligatedandreturned fo the
Trcacury.

PHS Comment

We concur. ORA discovered the reobligation Of unused funds
described in this report during one of its own quality
accurance ProOgram assessments. ORA NMANAQENMEN! subsequently
remnded al'l of its regional and district office direCtors of
t he requirements t0 revert funds to the Department of Treasury
aftertheoriginal period of obligational availability. mhig
same requirenment has been addressed in training for



administrativeofficersand is an element O all quality

assurance assessnents of administrative operationsconductedby
headquarters personnel.

QIG Recommendation

3. E itehiringto fill authorized inspector positions
t?f:fferred from the Md-Atlantic Regional Ofice.

PRS Comment

we concur that every effort should be nade to expeditiously

fill critical vacant positions, The OIG report states that the

Newark District Ofice is understaffed relative tO authorized
inspector/investigator positions and that most of the
encunber ed positions am filled b){] inexperienced ataff. mo
support i ts_position, O Gnotes that the Newark office is
authorized 73 inspector/investi cT;at or positions, but had only
60 positions filled at the end of Rovember 1991.

The 01G's findings regarding authorized positions versus
staffing tlavels reflect a situation that occurred at a apecific
time and under unique circunstances. This 'snap shot® view

does not provide a conplete picture ofthestaffingsituation
at the Newark office.

The Newark office's authorized positions are described in ora‘s
Tabl e of organization. Thie docunent is Frepared each fiscal
year and contains authorized staffing |evels, based on ORrA's
annual work plan, for the various conponents of ORA. It is
approved Prior to the beginning Of eachyear by the Associate
comnissioner for Regul atory Affairs.

As indicated in the fOl | Owi ng table, t he Newark Of fice has
actually exceeded its authorjzed staffing |evel for

I nspector/investigator positions in both Fiscal Year (PY) 1991
and ¥t 1992 to date:

FY 1992
End of FY 1991 (as of 6/12/92)
Authorized On-Boaxd Aut hori zed On- Board
Newar k
District
Ofice. ., 51 57 54 59

The figures Cited in the above table for authorized positions
are the ora-approved staffing targets for the Newar K office.
The on-boardfigures I epresent the actual numbers Of jnapectar

and investigators hired by, and working in the Newark office.
Not included in thecn-board figures are irspectors or



investigators tenporarily assigned to the Newark office fron
other ORA conponents such as the Mid-Atlantic Regional Ofice.

n the first quartofer, of rY 1992, the director of masMid-
At] antic Rregional O'fice (which oversees the nwakDistrict
O fice) decided to augment the Newark office's authorized
staffing level for jnspectors an |nves,t|r%qa]t ors, by reass:'g ning
vacant authorized_positions from the Regional Ofice to the
Newar k of fice. he purpose ofthis reassignment of position6
was todaSS|st the Newark office in its performance of generiec
drug and wew Drug Application investigations. Under the Mid-
Atl'anti ¢ Regi onal Director’s reassignnent of positions, the
target for inspector and investigator position6 was raised to
73for the Newark office, This was the authorized staffing
figure that 016 cites in the report.

Before the Yewark offjce could reach this new y authorized

St a_ffln? level, ora instituted an ORA-wide hiring freeze. This
hiring Treeze, which became effective in December 1991, was
predicated on thefactthat, as a whole, ORA was significantly
over it6 staffing ceiling. ORA remains Oover |tsS authorized
stafffng level at the present time.

Currently, both ora Readquarters and the Mid-Atlantic Regi onal
Office have established a staffi ngh ceiling of 54 positions for
i nspectors and investigators in the Newark office. Aas of
June 12, 1992, there were 59 inspector/investigator staff on-
board. There are no plans to hire addjtional inspector or
investigator staff for the Newark office at this time,

016 Recommendat i on

4, Conclude nonitoring corrective actions to increase
inspections and neet performance goals.

PHS Comment

W concur. To increase inspections and meet performance goals,
ORA routinely monitors and report6 on corrective actions from
Foderal Managers‘ Financial Integrity Act corrective action
plans, regional quality assurance program assessnents, and on-
Site reviews.



