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United States I~.G A O General Accounting Office
Washington, D.C. 20548

Human Resources Division

B-224625

September 30, 1986

The Honorable Otis R. Bowen, M.D.
The Secretary of Health and Human Services

Dear Mr Sertay

In prior reviews we found that the Food and Drug Administration (mD) has not been
4 able to identify violative products and remove them from the market in a timely

manner. Reasons for this included FmA's lack of authority to detain products, the
long time PUm takes to process product samples through its field offices, and the long

*time iFnA headquarters takes to review and approve field office recommended r.P
regulatory actions. The impact of sample processing delays was that, as the time
frame increased, so did the amount of violative products reaching the consumer.

This report discusses the time FDA's field laboratories take to process product
samples, the impact that delays have on FDA's ability to take appropriate regulatory
action on violative products, and improvements needed to speed up the process.

As you know, 31 U.S.C. 720 requires the head of a federal agency to submit a
written statement on actions taken on our recommendations to the Senate *..

Committee on Governmental Affairs and the House Committee on Government
Operations no later than 60 days after the date of the report and to the House and
Senate Committees on Appropriations with the agency's first request for 4C
appropriations made more than 60 days after the date of the report.

We are sending copies of this report to the chalrmen of the above-mentioned
committees and other interested congressional committees and subcommittees.
Copies are also being sent to the Director, Office of Management and Budget; the
Commissioner of FDA; and other interested parties.

Sincerely yours, ~i'h

Richard L. Fogel .
Assistant Comptroller General 4
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Executive Summary

Purpose primary responsibility of the Food and Drug Administration (FnA) is
to protect the American consumer from adulterated or misbranded (vio-

lative) products. The role of FDA's field laboratories in accomplishing
this mission is critical. They test numerous samples of products for pos-
sible violations. When violative products are identified, FDA takes regu-

latory actions, including seizures, to remove them from the market.

Removing violative products from the market through seizure takes
time. As the time frame for action increases, so does the amount of vio- -
lative products reaching the consumer.

This report discusses (1) the timeliness of field laboratories in
processing product samples to determine if they are violative and (2)
measures that can be implemented to bring about improvements.

Investigators from FDA district offices collect the samples that fieid labo-
ratories test. The investigators either carry or ship the samples and col-

lection reports to the laboratory responsible for testing them. On receipt,
the samples are placed in a locked storage area and entered in the labo-
ratory's sample inventory.

After receiving the collection report on a sample, a laboratory manager
gives the sample a priority ranking and assigns it to an analyst for
testing. The sample is tested using a prescribed method, and the analyst .
prepares a written report. The report is checked by a laboratory super-
visor for testing method suitability, accuracy of calculations, overall
accuracy, and completeness. The supervisor also determines whether
the product is violative, based on the test results.

Samples collected by FDA for field laboratory analyses are classified into
two broad categories-compliance samples, which FDA believes have a %
high likelihood of being violative, and surveillance samples, collected to
obtain safety and other data about selected products from a local or
national perspective.

To assess the timeliness of sample processing, GAO obtained and ana- ,'-"-
lyzed data on 82,491 samples processed by FDA's field laboratories

during the 18-month period October 1, 1983, through March 31, 1985.
GAO determined the total time the samples spent in the laboratory, from .-
receipt of the sample to reporting the test results out of the laboratory,
including the time each sample spent in the inventory waiting to be
tested.

Page 2 GAO/HDD4102 FDA Laboratory Analysi
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Ementive Sewnaary

Results in Brief A key to removing adulterated or misbranded products from the market
is the timely processing of products through the laboratory. FDA has not
given its laboratories sufficient guidance on how quickly such products
should be processed. Thus, the laboratories did not process products
quickly enough, resulting in adulterated or misbranded products
reaching the market. GAo's analysis showed that the laboratories took an
average of 28 calendar days to complete product processing. This did
not include the time needed to collect the sample and take legal action to
seize the violative products.

GAO previously proposed that the Congress consider giving FDA broader
detention authority to help keep violative products off the market
because products were being sold or distributed before an approved
seizure order could be obtained. FDA believes the detention period, which

should begin when an FDA investigator collects a sample of a product
believed to be violative, should be 30 days. If Fm were given this
broader detention authority, laboratory processing time would have to
be shortened significantly to allow enough time for FDA to carry out nec-
essary legal action to seize the violative products within this detention
period.

Several managerial initiatives could be taken to improve the laborato-
ries' timeliness. Among them are establishing time-frame guidelines for
the processing of all products, improving management of the control-
lable workload in the laboratories, and reducing the paperwork require-
ments for recording the results of noncritical tests. These actions could 6

result in improved productivity and better responsiveness when time is
of the essence.

Principal Findings
S ".i.% ,

Reasonable Sample During the 1970's FDA established sample processing time frames for
Processing Time Frames domestic and import compliance samples. However, it later deempha-

Should Be Established sized the time frames for domestic compliance samples because it
believed some laboratory analysts were compromising quality to meet
the time frames. The time frames for import samples have remained in
effect. FDA has not established time frames for processing surveillance
samples, which account for about one-half of all samples field laborato-
ries test and one-fourth of those identified as violative. N-,
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Ezeeutive Summary

GAo's analysis of FmT data for 82,491 samples showed an average of
about 28.4 calendar days for laboratory processing. This ranged from
about 8.5 days at one laboratory to about 87.6 at another. In addition,
upon comparing laboratory processing time for 12,501 non-microbiolog-
ical import compliance samples to the established import sample time-
frame guidelines (3 to 6 days), GAO found that 8,040 samples, or 64 per-
cent, exceeded them. Of the 19 laboratories, 14 exceeded the guidelines -

for 50 percent or more of the samples processed. Case files for violative
samples identified by three laboratories showed that processing delays .
continued to result in violative products reaching the market.

Sample Inventory Needs For the 82,491 samples discussed above, almost half of the average labo-

Better Control ratory processing time (13.3 of the 28.4 calendar days) was inventory
time-the time a sample was waiting to be tested. Average inventory
times ranged from 2.9 days at one laboratory to about 48.6 at another.

The size of sample inventories was permitted to become too large, thus
precluding timely processing for all samples. Inadequate control over
inventory size stemmed from the laboratory managers (1) not control- ' " -h

"

ling the rate at which samples are received from their district's investi- '--." " .

gations branch and (2) not coordinating the flow of samples received . .

from other districts with the laboratories' abilities to analyze them. N

Sample Testing Documentation requirements are another obstacle to achieving more
Documentation timely sample processing. Current requirements involve extensive docu-

Requirements Burdensome mentation for most samples that add an estimated minimum of one-half
hour of analyst time for each sample tested. FDA permits abbreviated
reporting for certain sample categories; however, the use of abbreviated .
reporting varied among laboratories. Requiring abbreviated reporting
for nonviolative, surveillance samples could save FDA about 11.5 staff .°, A
years of analyst time annually.

w. V

GAO recommends that the Secretary of the Department of Health and %
Human Services (HHS) direct the Commissioner of FDA to develop and "" ''

implement guidelines for the timely processing of all samples by field
laboratories.

GAO further recommends that the Secretary direct the Commissioner to
(1) establish procedures requiring district offices to coordinate and '

Page 4 GAO/HRD6102 FDA Laboratory Analysis -
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Executive Summary

J.

schedule the collection of surveillance samples and a policy that pro-
hibits the collection and delivery to the laboratories of large numbers of
samples in order to meet collection quotas and (2) reduce, to the extent
practicable, formal reporting requirements for nonviolative, surveillance
samples.

Agency Comments In an August 8, 1986, letter, HHS agreed with most of GAO'S recommenda-
tions. HmS stated that FDA will appoint a task force to review this report
and its recommendations, study field laboratory management, and pro-
pose policies and practices to enhance laboratory operations.

The task force will (1) review sample processing time frames and priori-
ties and the computerized laboratory management system, (2) examine
the potential for using abbreviated reporting on a field-wide basis for
surveillance programs, and (3) consider the impact that placing large
numbers of surveillance samples into the inventory has on the timely
analysis of all samples. P.:

., ..
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Chapter I

Introduction

One of the Food and Drug Administration's (FDA's) primary responsibili-
ties is to protect American consumers by keeping and removing adulter-
ated and misbranded products from the market. FDA's success depends
largely on its ability to identify and remove quickly from the market . ..
products suspected or known to be adulterated or misbranded. FDA's
basic authority for accomplishing this responsibility is derived from the - .
Federal Food, Drug, and Cosmetic (FD&C) Act of 1938, as amended (21
U.S.C. 301). The act specifically prohibits the distribution in interstate ' ' -:
commerce or importation of products that are adulterated or mis-
branded.I (In this report, we refer to these as violative products.) . .

FDA consists of a headquarters staff, 10 regional offices, and 22 district
offices located throughout the country and Puerto Rico. Four headquar- %

ters centers,' in conjunction with the Office of Regulatory Affairs, estab-
lish the basic policies FDA uses in implementing its regulatory activities. %
The Office of Regional Operations, based on policies established by the
Office of Regulatory Affairs and the four centers, is responsible for .. .'

coordinating the inspection, testing, and enforcement activities of FDA'S S. -
field operations. -" 

--

FDA's field laboratories have a critical role in protecting the consumer
from violative products. These laboratories test numerous samples of
products for possible violations. When violative samples are identified, . *.%
FDA takes appropriate regulatory actions, including seizures, to remove
them from the market.

Removing violative products from the market through seizure actions "'. -
takes time, and delays often occur between when the Fm investigator
initially identifies the problem and when the seizure order is executed.
Consequently, the impact of delays on the effectiveness of seizure
actions is that, as the time frame increases, so does the amount of viola-
tive products reaching the consumer. .

In September 1984, we reported that FDA actions to seize violative food
products from the market were not fully effective and proposed that the
Congress consider authorizing FDA to detain suspected violative food

IAn adulterated product is defective, unsafe, filthy, or not produced in conformance with good manu-
facturing practices. A misbranded product has labeling that is false or misleading or that fails to
provide important and/or required information.
2Center for Food Safety and Applied Nutrition, Center for Drugs and Biologics, Center for Devices
and Radiological Health, and Center for Veterinary Medicine.

Page 8 GAO/HRD-6-103 FDA Laboratory Analysis
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Chapter I
Introduction

products.3Since detained products cannot be moved during the deten-tion period, this authority would help FDA prevent potentially violative:'-m#:
products from getting on the market while recommended legal actions "---are approved and implemented. The Congress has not yet acted to give '.
Fn A thi s au th o rity .

. ," . -
FnA already has detention authority over imported products (including '"foods), medical devices, and certain meat, poultry, and egg products. _-Products in the latter four categories can be detained for up to 20 days, ..--.and for medical devices, the detention period can be extended to 30 days,....
if a seizure action or iNunction is expected. Imported products can be -- "'detained as long as necessary for FmA to complete its regulatory action."--"Our September 1984 report pointed out that some FA headquarters anddistrict office officials believed that any detention authority provided e
MA for food products should be for 30 days. Officials from two food ' >'associations agreed &,at FA needs detention authority provided that it,is limited to 30 days. 

z.
The September 1984 report also pointed out that the implementation,...
process for the seizure actions reviewed averaged 65 days, of which 41 ,,-.days were attributable to Fm's collection, testing, and review process. .' ",Of this time, district offices took an average of 24 days. Although we ,,_.believed that laboratories were using most of the district office time, we %-. -.1did not know why. 

_

"9 %

oA's 22 district offices perform the bulk of its field actetiaes. Each
office is headed by a district director, who is responsible for operations. -.- -Generally, district office operations are divided into four branches: -
investigations, laboratory, compliance, and administrative management.
Produtsof the 22 districts have a laboratory branch. Sample testingfor the other five districts is carried out by two regional laboratories
(see app. 1). The 19 laboratories have staffs totaling about 650 people. , .
The cost to operate these laboratories during fiscal years 1984 and 1985
was about $34 million and $31 million, respectively.

The sample review process begins when an investigator from a district ..
office investigations branch collects a sample for laboratory analysis asthe result of an establishment inspection, a wharf examination, a
3ia Changs and Administtive Imprvements Should Be Considered for FDA to Better Pro-tect the Public From Adulterated Food Products (HRD-84-6 1, Sept. 26, 1984).

| 
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Chapter I
Introduction%

product sampling program, or a consumer complaint. The investigator -

prepares a collection report, which describes the sample and tells where .
and why it was collected. The investigator either carries or ships the
sample and collection report to the FDA laboratory responsible for testing
it. At the laboratory, the sample is placed in a locked storage area and ,.."
entered in the laboratory's sample inventory. -. •

After receiving the collection report, a laboratory manager places a pri-
ority on the sample and assigns it to an appropriate analyst (either a .-

chemist, a microbiologist, or a biologist/entomologist). The analyst tests %
the sample using a prescribed method and prepares a written report on
an analyst work sheet. The 14-section analyst work sheet/report, along
with continuation sheets, provides an extensive and detailed account of *

sample testing.

When testing has been completed, a laboratory supervisor checks the
information recorded in the written report for testing method suita-
bility, accuracy of calculations, overall accuracy, and completeness and

determines whether the sample is in compliance with the laws and regu-
lations enforced by FDA. If the supervisor concludes that the sample is .
violative, the information is referred to the district compliance branch, %
which reviews it along with other available evidence concerning the
product or the firm. If the compliance branch believes regulatory action
is needed, it recommends to appropriate headquarters officials the most
suitable course of action.

FDA investigators classify samples they collect into two major catego-
ries-compliance samples and surveillance samples. The former are
samples that FDA believes have a high likelihood of being violative, are
generally collected in conjunction with an establishment inspection, are
used to support a regulatory action, and have a higher testing priority ,. "
than surveillance samples. The latter are samples that FDA tests to
obtain safety and other data about selected products from a local or
national perspective. Surveillance samples found to be violative are , -.
sometimes used to support regulatory actions or further investigational aP
effort.

-ZTo track samples through the laboratory-from receipt to final disposi-
tion-laboratory directors use a computer-based laboratory manage-
ment system. The system contains information on the sample inventory,
work-in-process, and sample output which is summarized weekly for
each laboratory director.

Page 10 GAO/HRD.68&02 FDA Laboratory Analysis d*..
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O-b.jective, Scope, and The objective of this review was to determine whether improved man-
Methoologyagemnent of sample processing by field laboratories could improve FDA'sMethoologyregulatory efforts to prevent or remove violative products from the

market. The review focused on the time FDA'S laboratories take to ~ ~
process product samples, the impact delays had on FDA's ability to take *

appropriate regulatory action on products found to be violative, and
measures that can improve the timeliness of laboratory sample-
processing. We made this review because of the long time it took FDA
district offices to process samples associated with seizure cases as
reported in our September 1984 report.

The review was performed at FDA headquarters in Rockville, Maryland;
at the Atlanta, Detroit, and New Orleans district offices; and at the _
Atlanta regional laboratory, which serves the Atlanta, Nashville, and
Orlando districts. The Atlanta, Detroit, and New Orleans laboratories
were selected because of the number of samples they tested and the dif-

.5 ferences in their average sample processing times. The three laborato- :

ries processed 14,839 of the 82,491 samples (18 percent) included in the
laboratory management system data base discussed below. We per-
formed limited work initially at the Boston, Buffalo, and Dallas district
offices to obtain insights into the processing of samples and the
reporting of test results. We also reviewed documentation concerning
the Los Angeles district office's pesticide work.

To provide a national perspective on the timeliness of sample processing ..

and to show the wide variations in processing time among the laborato-
ries, we obtained and analyzed laboratory management system data on
82,491 samples processed by 19 of FDA's field laboratories during fiscal
year 1984 and the first 6 months of fiscal year 1985. Information we.' .

obtained from the laboratory management system for each sample
d included (1) the sample classification (compliance or surveillance), (2)

the date the sample was collected, (3) the date the sample was entered
into the inventory, (4) the date the sample was assigned to a laboratory
analyst, (5) the dates that sample testing and the supporting report
were completed, and (6) the date that sample review was completed and-
a report left the laboratory. We also obtained data on whether the
product sample was violative. For each sample we determined the -

amount of laboratory time-that is, the total time required by the labo-
ratory to complete the testing and supporting report and to report the
results out of the laboratory and the amount of time the sample spent in
the inventory waiting to be tested.

Page I1I GAO/HRD86-02 MDA lAboratory Analysis
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We excluded data on 19,638 samples from the laboratory management
system data base. About 14,250 samples related to FDA's total diet work;
they were collected by FDA to obtain trend information about residues in m -"
the American consumer's diet, and regulatory action was not contem-
plated. In addition, data on about 4,780 samples were excluded because
the data were obtained from three state-operated pesticide surveillance -~,

programs and were not part of FDA's actual workload. Data for the
remaining 608 samples were excluded because these samples were gen-
erally used in small, nonregulatory projects, such as quality assurance
tests, and to confirm testing methodologies suggested by drug firms for
new products.

We made a limited assessment of the laboratory management system
data to determine whether they were accurate. Our assessment con-
sisted of reviewing the accuracy of the data input into the system for
eight variables on 75 samples selected at random from one district labo- *.
ratory's fiscal year 1984 data base. Five of the variables involved dates
associated with the samples, such as the collection dates and the dates
the samples were available to the laboratory for testing (see p. 11). The
other three variables involved codes that identified what the samples'
program area was, whether they were compliance or surveillance sam-

ples, and whether the testing showed them to be violative.

We traced data from FDA's original documents and records to the data
contained in the laboratory management system. Based on the results of
our work, we have no reason to believe that using the computerized data K'.
would overstate the district office's average sample processing times. ,

Our review revealed an error rate of 6.5 percent (39 errors for the 600
variables checked). Most of the 39 errors involved dates and tended to --- 4

understate sample processing time. Specifically, 33 of the 39 errors
involved the five dates associated with sample processing. Of the 33 '

date errors, 27 understated the laboratory sample processing time.

To gain insights into how samples flow through the laboratories, to iden-
tify why sample processing is often delayed, and to show the impact of
delays, we reviewed files on 114 of 1,577 violative product samples
identified in fiscal year 1984 by three laboratories where we conducted ..

our detailed work. The 114 cases selected were those with the longer
processing times in each field laboratory.

We reviewed the agency's policies and procedures concerning sample
processing and FDA's use of time-frame guidelines to ensure timeliness.

Page 12 GAO/HRtD4-02 FDA Lakboratory Analysis d.-
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In addition, we asked FnA's Acting Director, Office of Regional Opera-
tions, to respond to specific questions regarding (1) sample processing,
(2) the need for timeliness, and (3) the system used by field laboratories
to set priorities for sample testing. We reviewed Fm's policies and proce-
dures pertaining to paperwork requirements for reporting sample test
results by field laboratory analysts. We also reviewed selected field lab-
oratory quality assurance reports and their supporting documentation._
We did not assess the quality of sample testing by individual analysts or _

the time they took to complete specific analyses (bench time). Rather we
focused on other factors that collectively determine the time needed by
field laboratories to report sample test results. The Department of -Health and Human Services (MiTS) has stated that the analyses per- -'---

formed by FDA's laboratories are of high quality as evidenced by their 41
acceptance in the courts, in public hearings, and by the scientific
community.

To compare and show how other agency laboratories manage their %
sample processing, we met with officials of the U.S. Department of Agri-
culture, Food Safety and Inspection Service, Field Service Laboratories
Division, in Washington, D.C., and the Michigan Department of Agricul-

* ture Laboratory Division in East Lansing. These two agencies do some .,
work that is similar to that done by FDA's field laboratories. % c

Our review was made in accordance with generally accepted govern-'a
ment auditing standards with the following exception. We reviewed the-%
accuracy of the automated laboratory management system at only one -
district office because of time limitations and because the data errors
found at this office tended to understate the laboratory's sample %
processing time. Our work was performed between June 1985 and Jan-
uary 1986.

Page 18 GAO/BRD86-102 FDA Laboratory Analysis -- a, ":%
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Chapter 2

FDA Should Establish Sample Processing Time
Frames for Field Laboratories

To achieve its consumer protection responsibilities, FDA must quickly
identify and remove known or suspected violative products from the
market. Because FDA usually relies on laboratory testing to identify vio-
lative products, its field laboratories must process product samples in a "

timely manner. Timely processing also avoids possible economic losses %
both for importers, whose products are sometimes detained by FDA
pending sample testing, and for domestic establishments, which some-
times voluntarily hold suspected violative products or whose products
are detained for FnA by state or local agencies.

Despite the importance of timely laboratory product sample processing,
untimely processing is a problem for FA. Our analysis of 82,491 samples
that field laboratories tested during the 18 months ended March 31,
1985, showed that the laboratories took an average of 28.4 calendar
days from receipt of the sample to reporting the test results. For indi-
vidual laboratories, the time ranged from 8.5 to 87.6 calendar days.
Although FDA has recognized this problem, it has not established sample
processing time frames against which it can evaluate its laboratories'
effectiveness in processing all types of samples.

'. V..,

Untimely Sample We stated in prior reports' that the faster FDA acts, the greater its suc-
cess in keeping or removing violative products from the market. These

Processing Continues reports showed that a lack of timeliness was a major shortcoming in the

to Be a Problem FnA regulatory process. As a result, by the time FDA completed its labora- %
tory processing and other requirements necessary to take action against ,-,.l. 1
violative food and drug products, the products were often further dis-
tributed and could not be located.

Our prior reports concluded that greater amounts of violative products
could be kept or removed from the market if FmA were given broader
detention authority over the products it regulates. As discussed on page
9 of this report, a 30-day detention period was considered reasonable by -

both FDA and some food industry officials to determine whether a
product is violative and, if so, to take appropriate regulatory action.
In a current review of pesticide residues in foods, we found that F was "-

not able to prevent many violative products from reaching the consumer
because of untimely laboratory processing. By the time FDA identified %*',%

'Lack of Au Limits Consumer Protection: Problems in Identify and Removing From the
Market Products Which Violate the Law (B-164031(2), Sept. 14, 1972), !&gislative and Administra-
tive Changes Needed to Imprve gulation of Drug Industry (GAO/HRD-83-24, Apr. 5, 1983), and
the report fisted n footnote 3 on page 9.

*1 Page 14 GAO/HRD.86102 FDA Laoratory Analysis
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the Products as violative, they were often no longer available becauseI
most agricultural products are perishable and therefore move rapidly
from farms to consumers.

During the review covered by this report, we also found FDA's field labo-
ratories to be untimely in processing product samples. We analyzed the
processing time for 82,491 samples that FDA's field laboratories tested in
fiscal year 1984 and the first 6 months of 1985. This analysis showed
that during this 18-month period, the laboratories took an average of .. --i
28.4 calendar days from receipt of the sample to reporting the analytical
results. Processing time for all samples and for domestic and import
samples by fiscal year is shown in table 2.1. The performance of indi-
vidual laboratories varied widely (see app. II).

Table 2.1: Average Processing Time for
Various Sample Categories First 6 months of fiscal

Fiscal year 1964 year 1985
Average no. Average no.

No. of of calendar No. of of calendar
Category samples days samples days
Domestic samples 32,556 36.7 19,610 42.9
Import samples 16,787 10.3 13,538 10.1
All samples 49,343 27.7 33,148 29.5

Appendix IllI shows that in fiscal year 1984 and the first 6 months of
1985, the laboratories took more time (32.5 and 38.3 calendar days,

respectively) to process surveillance samples, but less time to processcompliance samples. Import compliance samples were in the laboratories :

an average of about 11 calendar days in both periods, while domestic
compliance samples were in the laboratories an average of 20 and 29
calendar days, respectively.

Our review of case files for the violative product samples identified by 14
three laboratories during fiscal year 1984 revealed the following
instances where delays in laboratory sample processing resulted in vio-
lative products reaching the market.

1. On August 24, 1983, a consumer complained to FDA about adulterated IF
olive oil because she suspected that it had been diluted with other oils.
The sample FDA collected was available for laboratory processing on
August 26, but testing was not immediately begun. The district labora-
tory terminated its work on the sample on January 31, 1984 (about 5
months later), when it learned from another district that the product
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was being recalled from the market by the importer because it was
adulterated with animal fat. The recall was initiated on December 8,
1983. The circumstances leading to the recall involved an August 15,
1983, consumer complaint regarding product quality. Analysis of a
sample in another district's laboratory resulting from the August 15
consumer complaint was not completed until October 28, 1983. The
recall recovered only 576 gallons (or less than 10 percent) of 5,868 gal-
Ions of the adulterated oil. ---
2. On January 30, 1984, FDA collected a sample from a grain elevator

containing about 26 tons of bulk shelled corn intended for animal feed.
The laboratory received the sample on February 1. Laboratory tests %,N
completed on March 29, 1984 (about 2 months later), showed that the
product was contaminated with aflatoxin, a potent carcinogen.
Aflatoxins in feed can transfer to milk and edible tissues of exposed ani-
mals. When the field investigator checked on the availability of the
product for a regulatory action, FDA found that all 26 tons had been dis- oil
tributed. FmA took no further action because it assumed the corn could
not be recovered.

FDA Has Time-Frame During the middle to late 1970's, FA established sample processing time
frames because it recognized that time lags added to consumer costs,

GuidelinesforSome limited the protection provided to the consumer, precluded timely legal

Samples, but Opposes actions, and interfered with the flow of foreign goods into the United

Them for Others States. These time frames covered three groups of samples: those associ-
ated with (1) import compliance samples, (2) domestic compliance sam- * .-

ples, and (3) samples of products where legal actions were to be taken.
°°, - . u

Import sample time frames established in April 1977 represent max-
imum times that should be required for field offices to process import
samples. its shown in appendix IV, these include specific time frames
for the laboratory and other district office branches and for the various r -Xe.
types of tests that the laboratories perform. These time frames have
remained in effect since then. However, in a December 1985 response to
our inquiry on the need for timeliness, the Acting Director, Office of
Regional Operations, told us that FmA was reviewing the import time
frames because of FDA's concern that the increased volume of import
samples could cause an undue burden on some laboratories. As of Sep-
tember 1986, these time frames were still under review.
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Domestic sample time frames, implemented in March 1979, established a
maximum laboratory processing time of 10 days for domestic compli-
ance samples. This criterion was superseded in April 1984, when a pro-
cedures manual revision supplanted it. According to an FDA
headquarters official, the criterion was superseded to conform the pro-
cedures manual with the June 1981 legal action time frames discussed - ,
below.

Legal action time-frame guidelines were started in January 1975 as a %
test program and formalized in May 1978. The system specified
workday limits for field and headquarters processing of regulatory
actions. Unlike the import and domestic compliance sample time-frame
guidelines that specified times for laboratory processing, the legal action
guidelines prescribed district office times.

FDA terminated this system in June 1981 because it received some
reports that field offices might have been compromising the quality of
their work to meet the time frames. In its place, FDA established a
revised legal action time-frame guideline system with less rigorous sug-
gested time frames. For example, the 1978 guidelines specified that dis-
trict offices had 13 workdays to complete their part of processing
seizure cases; the June 1981 guidance suggested that this work should
be completed in 20 workdays. DA does not know how the change to the
less rigorous time-frame guidelines affected its regulatory effectiveness
in dealing with violative products, because it does not monitor field lab- %
oratory performance in meeting the guidelines. (See p. 20.)

FDA Opposes Time-Frame In the December 1985 response letter to GAO, the Acting Director, Office

Guidelines for All Import of Regional Operations, reiterated FDA's June 1981 position that the
and Domestic Samples quality of testing takes precedence over timeliness and strict time

frames for sample processing could lead to the quality of sample testing
being compromised. In addition, the FDA letter cited differences among %
the laboratories, such as the import workloads and emergency and recall
situations, as reasons why time frames could not be used to evaluate the
timeliness of sample processing. In regard to time frames for surveil-
lance samples, the letter stated that many "are low in priority and
prompt completion is not required .... .

While the import workload does vary among laboratories and emer-
gency and recall situations do occur, these factors have not resulted in
untimely sample processing at some laboratories. For example, our eval--%:%
uation of FDA's laboratory management system data on the samples

-. -%.
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tested by the 19 field laboratories during the 18-month period showed
that 4 laboratories processed all their samples in an average of about 10
workdays or less (see table 2.2). The four laboratories' workload repre-
sented over 36 percent of the 82,491 samples. Furthermore, many of the
samples required the more time-consuming microbiological analyses.

Table 2.2:. Average Processing Time for
Samples Tested by Four Laboratories No. of Average no.

Laboratory samples of workdays
Dallas 8,971 9.2
New York Import 5.264 6.8 Z
San Francisco 9,035 9.0
Seattle 6,506 10.4

Moreover, while import workloads vary by laboratory, laboratories with
the greatest import workloads often were the most timely in their
sample processing (see app. V). Of special note are the Dallas and New
York Import laboratories' timely performance on a large number of sam-
ples during the 18-month period we evaluated. The Dallas laboratory
processed 4,692 import samples in an average of 3.2 workdays; the New
York Import laboratory, with a workload that is over 90 percent import
samples, processed 4,845 import samples in an average of 6.5 workdays.

We recognize that emergency or recall situations are a fact of life for ___

FA. They can result in a large influx of samples to the laboratory in a 4-7

short period and delay the processing of other samples. In an emer-
gency, some samples already in inventory may not be processed in a
timely manner. FDA's inventory controls should assure that additional
surveillance samples are not added to the inventory until the crisis is
over. Problems in managing laboratory sample inventories are discussed
in more detail in chapter 3.

Processing of Surveillance As indicated by its efforts to establish some kind of sample processing

Samples Should Be Subject guidelines, F h gives a higher priority to compliance samples because

to Time-Frame Guidelines they are collected based on a likelihood of their being violative. v W "
Although surveillance samples were considered to have a lower priority, .
they accounted for about half of the 82,491 samples included in the 18-
month laboratory management system data base, and they represented
about 26 percent (3,266) of the 12,426 violative compliance and surveil- %
lance samples. However, if surveillance samples are not processed in a
timely manner, DA may be precluded from taking any regulatory action
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on a violative product because it is no longer available, or any action
taken may be of limited success. 2 For example:

1. On November 1, 1984, FDA collected a surveillance sample from 1.6
tons of caviar processed by a domestic firm. Laboratory testing of this ' -
sample completed on January 2, 1985 (2 months later), showed that the
product was contaminated with excessive amounts of polychlorinated
biphenyls, a toxic industrial chemical. When the field investigator
checked on the availability of the product for a seizure action on Jan-
uary 8, the investigator found that none was available. FDA took no f, N
action because it assumed that the product had entered the market and ', 1
been consumed.

2. On March 20, 1984, FDA, as part of its aflatoxin surveillance program,
collected a sample from about 40,000 pounds of peanut butter packed in
80,928 jars of various sizes. Laboratory testing completed on May 23,
1984 (2 months later) showed that the peanut butter was contaminated
with aflatoxin, a potent carcinogen. The manufacturer agreed to recall
the peanut butter, which had been distributed in March and April. The
recall, initiated on May 30, recovered only 10,517 of the 80,928 jarsbecause the product was out of stock at most retail stores.

The need for timely processing of surveillance samples is equally impor-
tant for imported sample products normally not held by FDA pending
sample processing. Without timely processing, the sampled products
may not be available for regulatory action, should they be identified as
violative. For example:

3. On November 30, 1983, FDA collected a sample from 4,465 pints of
Chilean strawberries from an importer. FDA let the strawberries enter
the country at the time it sampled them. Although the laboratory -
received the sample on December 5, testing was not completed until Feb-
ruary 13, 1984 (over 2 months later). Test results showed that the .
strawberries were contaminated with excessive amounts of
chlorothalonil, an unsafe pesticide chemical. Although FDA's "may pro-
ceed" release does not preclude action should the merchandise later be
found violative, in this case FDA took no action because it assumed that
after 2-1/2 months, there were no strawberries left to act on. .

21n fiscal year 1984 and the first 6 months of fiscal year 1985, the field laboratories took 32.5 and44.3 calendar days, respectively, to process surveillance samples.

% ...-
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FDA recognized the problem of untimely surveillance sample testing in an
August 1983 internal study Assuring Adequate Coverage of the Food
Supply for Chemical Residues. The study reported that in the first 5
months of fiscal year 1983, violative surveillance samples took an .. ,.average of 28 calendar days between the date of collection and the date ... _

sample review was completed and a report left the laboratory. (We
found that for the first 6 months of fiscal year 1985, violative domestic
pesticide surveillance samples took an average of 27.3 calendar days for
the same process.) The study recommended that FDA give its districts b.?

A h q r i t u t ih e kmore workable guidance on time frames for completing sample testing.An FDA headquarters official told us that no action has been taken on -e .

this recommendation because FDA believes its district offices must set %.%

their own timeliness criteria according to their circumstances.

FDA Headquarters FDm headquarters performed some time-frame studies before revising
the legal action time-frame guidelines in 1981. However, it does not cur-

Does Not Monitor or rently carry out any monitoring or evaluation of whether its field offices

Evaluate Laboratory are meeting the established sample processing time frames, nor has it

Performance Against established procedures for assessing the appropriateness of the time
frames. mDA headquarters officials believe that field office quality assur-

Time-Frame Criteria ance reviews give FDA management assurance that field activities
(including laboratory sample processing) are being carried out in accor-
dance with established guidelines. In the December 1985 response letter
to GAO, the Acting Director, Office of Regional Operations, said that sem-
iannual quality assurance program reports they receive from the field
offices indicate that the number of samples processed by field laborato-
ries that exceed established time frames is not a serious problem. Our
review indicated, as discussed below, that FDA'S field laboratories show
a high rate of noncompliance with the time-frame guidelines.

Directors of two laboratories we visited did not use the import and legal
action time-frame guidelines to assess the timeliness of their sample
processing. The directors were applying their own informal criteria to
evaluate the timeliness of their laboratory's work. As a result, they did
not report any problems with meeting time frames on their quality
assurance program reports submitted to FDA headquarters. For example,
one director reported that he reviewed 62 analyst work sheets for fiscal %

year 1984 and found no time-frame defects. We reviewed the laboratory
management system sample data associated with these 62 work sheets
and found that only 19 involved samples that were subject to estab-
lished time-frame guidelines. Of these 19 samples, the laboratory did not
meet the time frames for 6.
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In addition, many import compliance samples processed by the field lab-
oratories did not meet time-frame guidelines. Our analysis of individual
processing times for 12,501 non-microbiological import compliance sam-
ples tested by the 19 field laboratories in the 18-month period ended
March 31, 1985, compared to the established time frames, showed that
processing time for 8,040 samples, or 64 percent, exceeded the guide-
lines. For individual laboratories the range was from 23 to 98 percent. -

Furthermore, 14 of the laboratories exceeded the guidelines for 50 per-
cent of the samples. * " "

.4,. ...

im Frame Guidelines FDA currently identifies all samples as either compliance samples (pri-
ority) or surveillance samples (nonpriority). The investigators (who col-

Should Correspondto lect the samples) make these formal designations, which are used to
Laboratory Priorities identify samples in the laboratory management system data base. FDA

Facilitate Monitoring field laboratories, however, do not use the compliance/surveillance des- '
ignators to schedule the testing of samples because they often are not

and Evaluation relevant to the samples' processing priority. Instead, the laboratories . ':assign priorities to the samples (with input from the investigations .._,

branch) using a more refined system of priority categories. The labora- .
tories place samples into four categories (top priority, high priority, rou-
tine 1 priority, and routine 2 priority). For example, the laboratory
branches could informally assign a priority to a consumer complaintAe.
sample as follows. If the sample related to a complaint involving death
or injury, it would have a "top priority" designation; if it related to a '.'-
complaint involving a potential health hazard, it would have a "high pri-

ority" designation; and if it related to a complaint involving a nonhealth
hazard, it would have a "routine 1 priority" designation.

In contrast, the collecting investigators would formally identify the
above sample as a compliance (priority) sample, and this designator
would be associated with the sample in the laboratory management
system data base. As a result, when attempting to assess the timeliness
of laboratory processing for the sample, the evaluation breaks down
because the "compliance" priority identification may not tie in with the
priority designation used by the laboratory processing the sample.

Therefore, FDA laboratory processing time-frame guidelines should be
integrated with laboratory sample processing priorities. Furthermore, if
FiA were to add the laboratory processing priority designations to the
laboratory management system data input, FDA management would have
greater monitoring capability over laboratory performance.
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Conclusions In view of the many violative products identified through the testing of
surveillance samples, it is important that these samples have timely
processing goals. In our opinion, surveillance samples that are violative
warrant the same regulatory attention that FDA gives to violative compli- A.-
ance samples. We share FDA's belief that high-quality sample testing,.
must be maintained and should not be compromised to meet time-frame
goals. We also believe, however, that timeliness is an important factor in
qdality testing and that it is possible to set specific time-frame goals that
will not compromise the quality of FDA'S work and should improve its
effectiveness. Therefore, FDA should develop a system of time-frame V%

guidelines for processing all laboratory samples. Such a system should
set reasonable sample processing time frames that would include time to
adequately test the samples.

In addition to promoting maximum consumer protection, insuring timely . .%--
legal actions, and minimizing interference with the flow of foreign goods :.,.
into the United States, other factors support the need for sample
processing time frames. We believe that such criteria are an essential
management tool to aid in setting priorities, identifying potential prob-
lems, adjusting resources, and providing goals for improving and meas-
uring laboratory performance. Setting time frames should also sensitize
district offices to the importance of timely sample processing. Moreover,
if broader detention authority is given to FDA, laboratory sample
processing must be completed in a timely manner to allow review and '

implementation of regulatory actions within the allotted period. . V- ,

FDA headquarters does not monitor or evaluate field performance in
meeting established laboratory processing time-frame guidelines. Such %
oversight is needed to determine whether field performance meets FDA ,,. .
headquarters expectations. Furthermore, the compliance and surveil-
lance priority designators now used by FDA are not conducive to evalu-
ating laboratory sample processing performance because they are not V'-t
consistent with the priority categories the laboratories use in sch2duling %
samples for testing. FDA should develop and implement sample
processing guidelines that are consistent with the field laboratories' pri-
ority designators. -.

Recommendations to We recommend that the Secretary direct the Commissioner of FDA to

the Secretary of HHS • establish time-frame guidelines for field laboratories' processing of all
samples consistent with the four sample processing priority designators
used by the laboratories,
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" change the laboratory management system sample priority classifica-
tions to those used by the laboratories in setting processing priorities to
(1) enable laboratory managers to better schedule the testing of samples
and (2) give laboratory managers greater monitoring capability over lab-
oratory performance, and

" evaluate field laboratory performance in meeting the time-frame '.:-"

guidelines.

Agencyv Comments ad In a letter dated August 8, 1986, Hms commented on a draft of this
report. (See app. VII.) HHs agreed with our recommendations and stated -%.Our Evaluation that, as a result of our work, FuA will appoint a task force composed of %
laboratory directors and other appropriate personnel to review this
report, study field laboratory management, and propose policies and
practices to enhance laboratory operations. One aspect of the task
force's charge will be to examine sample processing time frames and pri- -

orities and recommend a workable priority system with appropriate
time-frame guidelines.

The task force will also develop implementation and monitoring instruc- -""
tions that provide for laboratory accountability while recognizing that
laboratory management is the responsibility of FDA's district directors.
The task force will also assess the computerized laboratory management %
system and make recommendations commensurate with its overall
study.

HiS also agreed to require FDA to establish evaluation and monitoring "
procedures for headquarters units to assess the laboratories' perform-
ance in meeting the established sample processing time-frame guidelines.

We believe that if implemented, these proposed actions will enhance . -
FDA's ability to keep and remove violative products from the market,
thus increasing the protection of consumers. FDA's actions will also pro- .. :
vide much needed headquarters oversight of field laboratory activities.

Page 23 GAO/HRD-86I02 FDA Laboratory Analysis

- . . J .e P ._ #. _# f r ,.p. ..%.- ? ...... s* . . . . .. .-.-.. . . ' .. . ." " ." .-



4~

Chapter 3L

L.aboratory Directors Need to Better Manage
the Sample Inventory

Product samples collected by district investigators spend a long time in
the inventory waiting to be tested. For 82,491 samples we reviewed,
about 50 percent of the average laboratory processing time (13.3 of the
28.4 calendar days) was inventory time-the time a sample was waiting
to be tested. This delay often causes the testing of the sample to be
untimely and hampers FDA's efforts to take regulatory action against
violative products.

Samples spend such a long time in the inventory primarily because the

flow of samples into the inventory and the size of the inventory have . *

not benadequately cotoldbylaotrydecrsWhe mpi
ancesamles re uch esscontrollable in view of their likelihood of

bigviolative, the collection of surveillance samples can be controlled.
Altoug th diectrs avedeveloped some techniques to help control
th netrte aentalways been effective. .*..-

Sa pe emie n The laboratory management system data for the 18-month period ended ~ ..- 'Sampes~e aine in March 31, 1985, showed that samples were in the inventory waiting to
Iventory a Long Time be tested for an average 13.3 calendar days. The data also showed that

some field laboratories had much lower inventory times than others. For
example, during the 18-month period, the samples tested by one labora-
tory averaged 2.9 calendar days in the inventory while samples tested
by another laboratory averaged 48.6 calendar days. Appendix VI shows
the average time that samples were in the inventory at each laboratory ..

for fiscal year 1984 and for the first 6 months of fiscal year 1985.

The inventory at some laboratories we visited consisted primarily o
surveillance samples, and the size of the inventory precluded the timely
processing of many samples. For example:

1. At one laboratory, we found that on September 12, 1985, the samples .

in the inventory consisted of 146 surveillance samples and 3 compliance
samples. This represented about 7 weeks' work, based on the average
number of samples the laboratory processed per week over a 1 -year-
period. On the average, samples at this laboratory remained in the
inventory for 56.6 calendar days during the first half of fiscal year
1985. 1

2. At another laboratory, records showed that there were 153 surveil- % 'f-
lance samples in the inventory waiting to be analyzed for aflatoxin at
one point during fiscal year 1984. (Aflatoxins are considered potent car-I
cinogens by FDA.) Samples analyzed for aflatoxin at this laboratory
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remained in the inventory for an average of 48.3 calendar days during
fiscal year 1984. The impact that such delays can have on FDA'S regula-
tory actions is illustrated on pages 15 and 16.

In one district, the district director monitored the amount of time it took
other field laboratories to process samples received from the district.
Records at the district laboratory showed that, on December 21, 1984,
106 samples (76 percent of which were surveillance samples) were
waiting analysis at other field laboratories. Our review of the records
showed that 81 of the samples had been in the inventory of other labo-
ratories for over 30 calendar days; moreover, 58 of the 81 samples had
been in the inventories for over 200 days.

FDA Officials Believe FDA officials have recognized the need to better control the size of the %
inventory if samples are to be timely tested. However, FDA headquarters

Sample Inventory SiZe has not given its field laboratories guidance on how to manage the

Cannot Be Controlled inventory size. According to the Acting Director, Office of Regional 4
Operations, guidance has not been provided because FDA cannot control
when suspected violative products will be identified or how many
product samples will be collected for testing.

Most field laboratory directors we talked with also believed that the
inventory size could not be controlled because techniques they use have
not worked. These techniques had not been formalized by FDA, and their
effectiveness in helping laboratory directors control the inventory size
varied by laboratory.

The field laboratory directors told us that the inventory size cannot be
controlled because (1) they cannot control the rate at which samples are
received from their own district's investigations branch and (2) the flow
of samples received from other districts is not coordinated with their
laboratory's ability to analyze them.

Procedures Are Needed to We recognize that samples of potentially violative products should be
Improve Control of collected by investigators when they are identified, and the flow of
Inventory Levels these samples into the inventory cannot be controlled. Potentially viola- :- :

tive samples, classified as compliance samples by FDA, include both
import and domestic samples and represented at least one-third of the
82,491 samples in the laboratory management system data base during ".
the period October 1, 1983, through March 31, 1985.
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Although the number of compliance samples collected is less subject to
control, the collection of surveillance samples can be controlled. Control --

4 of these samples, which represent about one-half' of the worload, is the
key to controlling the inventory. Controlling the receipt of surveillance
samples involves better using some techniques that are now being used

* by the laboratories we visited. These techniques include (1) meetings
between the laboratories and investigations branches to coordinate the
flow of surveillance samples into the inventory; (2) procedures to pro-
hibit the collection and delivery to the laboratories of large numbers of
samples in order to meet collection quotas (dumping); (3) scheduling the
receipt of surveillance samples received from other districts; and (4) '~
having each laboratory director determine an appropriate size for the
inventory based on the laboratory's ability to timely test the samples.

Better Coordination According to officials at two laboratories we visited, they have coordi-

Between Investigations and nation meetings with the investigations branch in their district con-
* Laoraory ranhescerning the collection and flow of samples into the inventory. The

Needed in Collecting frequency of the meetings varied, as did the results.

Surveillance Samples At one laboratory, the meetings were not successful in controlling the
flow of samples into the inventory because the investigations branch
considered the information to be merely advisory. Investigators in this
branch continued to collect the samples needed to meet branch require-
ments, including dumping samples into the inventory, without giving
adequate consideration to the laboratory's ability to timely test the
samples.

When such dumping occurs, all the samples cannot be timely analyzed. .

For example, the director at this laboratory stated that the investiga-
tions branch overloaded the laboratory during the latter part of fiscal
year 1985 by dumping samples to be tested for pesticides into the inven-
tory. These samples were collected to meet the investigations branch
sample collection requirements for its pesticide program. Ultimately, the I%
director disposed of about 50 of the samples without testing them
because he decided that they had no significant analytical value. Sur-
veillance samples at this laboratory remained in the inventory for an
average o586calendar days during fiscal year 1984. The director at

___________________________________________________________.4.-.
During fiscal year 1984 about 12,830 samples, or about 16 percent of the 82,491 samples in the
laboratory management system data base, were not classified by FDA a either compliance or
surveillance.

.%

.*%
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this laboratory stated that laboratory supervisors could not control the
rate of sample collection by the district.

At the second laboratory, where the laboratory director believed that
~,! ... ? inventory control was part of his responsibility, the inventory was .

better controlled. Surveillance samples at this laboratory remained in
the inventory an average of 6.7 calendar days during fiscal year 1984. '0
The director at this laboratory told us that all field laboratory directors
must take an active role in determining the flow of samples into their
laboratory's inventory. He said that the flow of samples into the inven-
tory and the size of the inventory have a significant impact on the time
that samples spend in the inventory. According to the director, investi-
gators should not be permitted to overload the inventory because of NSA
their sample collection process. He added that the rate at which samples
enter the inventory must be well coordinated between the investigations Z

9 ~branch and the laboratory. Investigators must understand that they ~ A
cannot "dump" samples into the inventory.

At one laboratory where coordination meetings did not take place, a lab-
oratory supervisor told us that lack of coordination between the investi-
gations branch and the laboratory was a major reason why it was
difficult to control the inventory. For example, the supervisor told us
that he requested the district's investigations branch to temporarily
reduce the number of surveillance samples being collected because of a
backlog of samples in the inventory. According to the supervisor, the
investigations branch ignored his request. As a result, the laboratory
continued to receive samples that were not always timely processed.

Although the director of this laboratory stated that surveillance samples
collected by investigators could be controlled through coordination
meetings, he believed his laboratory was at the mercy of the investiga-
tors in controlling the rate at which samples enter the inventory. During N.-*
fiscal year 1984, surveillance samples at this laboratory remained in the VP
inventory an average of 29.7 calendar days.

The laboratories we visited did schedule the receipt of some surveillance - A
samples received from other districts. However, these schedules were%
not always followed. For example, one director stated that it was not
uncommon for his laboratory to receive samples sent from other dis-
tricts near the end of the fiscal year, rather than throughout the year in
some orderly fashion. The director said that, as a result, these samples
sometimes overloaded the laboratory.
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boratory Directors An important part in controlling the size of the sample inventory is
hould Determine a determining its appropriate size. If the inventory is too large, as it was

Appropriate Inventory at two of the laboratories we visited, samples will not be timely ana-
lyzed. If the inventory is too small, laboratory personnel may be without .

Level samples to test.

Although laboratory officials told us that there is no FIA or field criteria
relating to inventory size, some of them had an idea of an appropriate ..I
inventory size. The director at one laboratory told us that the sample -.

inventory should represent a reasonable workload and that a 2 months'
backlog was reasonable. At another laboratory a supervisor said that 1
week's work for each analyst was about the right size. At a third labora-
tory, the director told us that he had established an inventory size of
about 300 samples, which he believed represented about I week's work.
He established the ceiling because he did not want samples sitting in the . -"
inventory getting old.

Some Laboratories To obtain sample processing information from laboratories that perform , '
many sample analyses, we contacted officials at the U.S. Department of

Control Their Sample Agriculture, Food Safety and Inspection Service (Fsis), Field Service Lab-

Inventories oratories Division, and the Michigan Department of Agriculture Labora- %

tory Division. As part of their role, the 'sIS laboratories test meat and
poultry tissue samples for spoilage, adulteration, or prohibited contami-
nants. The Michigan laboratory performs, among other functions, chem-
ical, microbiological, and pesticide tests of food, dairy, and beverage -
products.

According to the director of the FsIS Field Service Laboratories Division,
neither a standard relating to inventory size nor procedures specifying
laboratory and inspection branch coordination have been established. %
However, FSiS's analytical work plan provides monthly schedules of the
numbers and types of samples to be collected for the field laboratories.
The schedules are based on historical laboratory performance and
changes in the laboratories' testing capabilities.

In addition to the assessment and distribution of work, the director
stated that laboratory managers use a computer tracking system to
manage their workload. The system maintains data on sample flow and N'V
identifies samples received, tested, discarded, and remaining in backlog. % A
According to the director, Fsis has a system that permits FsTS manage-
ment to monitor and help control inventory size at its laboratories.
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Officials at the Michigan laboratory told us that normally they do not
have problems with inventory overload. The officials stated that sam-
pies are received daily and laboratory supervisors receive a weekly . .
report that identifies the age of each sample in the inventory. The offi-
cials said that an inventory overload could occur in an emergency situa- ....

4, tion, such as a large food poisoning outbreak. However, if this were to
happen, the officials said that laboratory supervisors would ask division
inspectors to slow down or even temporarily stop sample collection.

The state officials also told us that some product samples, such as milk
and cheese, are collected on a specific schedule, so that the laboratory

4 receives them on a consistent, regular basis. In this instance, the labora-
tory has a receipt schedule that was coordinated with inspectors in the .4&
Michigan Department of Agriculture Dairy Division. According to the P
officials, the laboratory's sample processing capability is considered
when the sampling schedule is developed, and the state does not plan to
collect more samples than can be timely tested by the laboratory.

In addition, the officials told us that although a specific inventory size
has not been determined, if the inventory represented more than 2 or 3
weeks' work, action would be taken to reduce it. If this occurred, they
would ask inspectors to reduce their sample collection.

The director at one FDA laboratory did more to control the sample inven-
tory than officials at the two other laboratories we visited. The results
of this effort were reflected in the relatively short period samples '4
remained in the inventory. For example, the laboratory management
system data for the first 6 months of fiscal year 1985 showed that sam-
pies at this laboratory remained in the inventory an average of 5.4 cal-
endar days and the national average for all 19 field laboratories was

145calendar days. In contrast, the average inventory time for the other~two laboratories was 27.0 and 56.6 calendar days. The director at this'-"-
laboratory said that day-to-day management of the inventory was han- ".-"
dled by laboratory supervisors. These supervisors monitored the inven- '".

tory weekly and used informal coordination meetings with the --h-N

investigations branches to keep the inventory under control. This labo- VIA
ratory has established an inventory size representing about 1 week's
work.

Samples collected by FDA spend a long time in the inventory waiting to
be tested because laboratory directors have not adequately controlled
inventory levels. To more effectively control the inventory, laboratory

Page 29 GAO/HIRD 102 FDA Laboratory Analysis h'.

.,
* % % %



Caper
Laboratory Directors Need to Better Manage
the sample inventory

directors must have greater inputs into determining the flow of samples
into their laboratory's inventory and in controlling the size of the inven-
tory. Laboratory directors can improve their control over the flow of
samples through regularly held coordination meetings with the investi-
gations branch. One F1A~ laboratory we visited has used such meetings

* with great success.

The purpose of the meetings is to inform the investigations branch of __

-~ the laboratory's workload and to coordinate the collection of surveil-
lance samples. Coordinating surveillance sample collection is necessary
to preclude the inventory from becoming overloaded. Surveillance sam-
ples should be collected taking into account such factors as the labora-
tory's capability to test samples, the number of samples in the inventory
and the workload they represent, and the flow of compliance samples
into the inventory. iz--

Laboratory directors should continue to provide district directors
sending surveillance samples to the laboratory a schedule showing when
the samples should be received. District directors and investigations
branch chiefs in these districts should follow the schedules to prevent
overloading the laboratory's inventory. Adjustments to the schedule
should be agreed to by the laboratory director. If the laboratory's inven-
tory should become overloaded because of unanticipated higher priority
work, the laboratory director could revise the schedule to reflect the
impact of the unanticipated work. In some instances, fewer surveillance
samples than planned may be tested because of the greater number of
higher priority samples.

To control the flow of samples into the inventory, laboratory directors
need to know when their inventory reaches a reasonable size. ThisL
requires them to know what samples are in the inventory and the
amount of work they represent and to have some idea as to the numberI
of samples the inventory should contain. Because some tests take longer
than others, the number of samples cannot be used as the sole criterion.

Recommendations to We recommend that the Secretary direct the Commissioner of FDA to N
establish procedures that require

the Secretary of HHS
district offices' investigations and laboratory branches to coordinate
and schedule the collection of surveillance samples;
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0 the investigations branch to collect surveillance samples in accordance ME
with the collection schedule developed with the laboratory branch,
unless an emergency should arise;

* laboratory directors to continue to prepare schedules for receipt of sur-
veillance samples tested for other districts and require these districts to
follow the prepared schedules, unless agreements on deviations from
the schedules are reached with the laboratory; and _-__

0 laboratory directors to determine an approximate inventory size that __

will permit the processing of samples within the time-frame guidelines
established by FnA.

We also recommend that the Secretary direct the Commissioner to estab-
lish a policy that prohibits the "dumping" of product samples into a lab-
oratory's inventory.

Agency Comments and In its August 8, 1986, letter, HHS stated that many of FDA'S district direc-
tors currently hold informal meetings with branch directors to plan "_

01H Evauation their work schedules. (See app. VII.) Inspections scheduling, collection of
surveillance samples, and laboratory backlogs are discussed at these *

meetings. Hms recognized that there are exceptions to this management
practice among the district directors and said steps will be taken to
encourage all district directors to meet regularly with their branch ,
directors to schedule workloads and manage the product sampling
process.

Hms also stated that FDA will instruct laboratory directors to prepare
monthly work-plan schedules that include the number of surveillance
samples that can be accepted from other districts. Interdistrict coordina-
tion and deviations from the monthly schedules will be the district direc-
tors' responsibility. The districts will also receive instructions requiring
them to develop an inventory size that will permit the laboratory direc-
tors to manage sample processing within the time frames established by 'A.i
FDA.

Implementing these actions should improve the management of product
sample flow into the district laboratories and the laboratory directors'
ability to control the sample inventory, provided the district directors
assure that investigations branch directors understand that adherence
to sample collection schedules is required unless the district directors
approve a specific deviation.

, % • *q
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Laboratory Directors Need to Better Manage
the Sample Inventory

In commenting on our recommendation that FDA establish a policy that
prohibits "dumping," HHS stated that FDA has a policy that encourages
district directors to manage sample collection in a manner that produces
a constant flow of surveillance samples from the investigations branch
to the laboratory branch. HHS recognized that unusual events may inter- *Q-:

rupt the orderly flow of samples and, in an attempt to meet the sample
collection quotas in FDA's field work plan, collection efforts by investiga-
tors may result in unusually large inventories of unanalyzed samples.
HHs stated that the FDA task force will consider the impact of such N. .
sample collection efforts and recommend appropriate practices.

We believe FDA policy should specifically prohibit investigators from
placing large numbers of surveillance samples in the sample inventory
without assurances from laboratory directors that the samples can be
timely analyzed. We believe that timely sample analysis, including sur-
veillance samples, should take precedence over meeting FDA field work-
plan sample collection targets.

%

.a .. " S
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Dhater 4

Changes in Sample Analysis Docmentation
Practices Could Reduce Laboratory
Processing Time

In carrying out their analytical work, laboratory analysts prepare cer-
tain records to satisfy FDA's legal, scientific, and reporting needs. One of
these records is the analyst work sheet, which provides a written
account of analytical findings that either support regulatory action or .

classify samples as nonactionable. Fm'S policy is that all sample analyt- .
ical data must be recorded directly on the work sheet and its accompa- -. -

nying records and must be recorded when obtained.

For certain types of samples, FIm headquarters has authorized its field .,

laboratories to abbreviate their sample test reports. However, the use of
abbreviated reporting and the degree of abbreviation varies among labo-
ratories. Requiring abbreviated reporting for nonviolative, surveillance
samples would save FDA about 11.5 staff years of analyst time annually. -

Curmnt Reporting FDA places great importance on the detailed recording and reporting of
test results. A formal report of test results is required within FDA to sup-

-equirements Are port regulatory decisions. For violative products, FDA compliance

Designed to Support officers must have the facts correctly, completely, and clearly on paper
Legal Actions to make the proper regulatory decision. The accuracy and completeness

of the analytical reports is important because analysts may be called-. "
upon to testify in court or answer questions months or years after the '-
test was performed. At that time they must reconstruct, from the work -
sheet, details of the sample handling and testing. Also, when the work
sheet is used in court testimony, it is subject to examination by opposing
counsel.

For domestic samples the account of analytical findings is recorded on a -

standardized work sheet form, which has 14 designated sections and
continuation sheets for the analyst to record the information requested '

or found. In addition, there are special adaptations of the standardized
work sheet to facilitate the recording, reporting, and review of the
results of certain types of laboratory examinations, such as industrial
chemicals and salmonella testing. As discussed below, FDA permits the :.. -.

use of a different form for import samples.

FDA Allows Abbreviated FDA has long recognized the importance of quick reaction on the release 0.
or detention of import shipments. Because of this concern, in April 1977,0 Analyst Work Sheets in

Some Instances FD implemented a streamlined import reporting system, which elimi-
nated the recording of recurring data. This system permits the analyst
to use an import sample summary form, instead of the standardized ana-
lyst work sheet, to report the test results. The summary form comes to

• 4.
°.

.
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Chapter 4
C i Smple Anaayok Documentation
PrM Cold Reduce Laboratory

the analyst partially completed. The prerecorded data include informa-
tion pertinent to 4 of the 14 designated sections on the standardized
work sheet used for domestic samples. However, according to FnA, this %N.i
system does not meet FDA's legal requirements for domestic regulatory %
samples because it does not provide an adequate chain of documentary
evidence to support potential judicial actions. (Regulatory actions taken
to keep imports from entering the country are administrative actions.)

In addition to the streamlined reporting for import samples, FDA allows
individual laboratory directors to simplify analytical documentation for
certain surveillance samples. Specifically, under FDA'S Field Management %
Directive 77, district management has the authority to simplify docu-mentation for some samples that are collected for information purposes i

only and will not be used in regulatory actions. Laboratory directors and .ef mscd os
supervisors we spoke with generally agreed that abbreviated reporting..
saves at least one-half hour of analyst's time for each sample. reorn

The Use of Abbreviated Although FDA headquarters has authorized its field laboratories to -"

Reporting Varies Among abbreviate their reports of tests on certain types of samples, it is not a -...' "
Laboratories requirement and guidance on abbreviated reporting is limited. For

example, the Field Management Directive does not specify a form or
standard format to be used by the laboratories in abbreviating their test
reports. As a result, the form and extent of abbreviated reporting varied
among laboratories. The degree of variation at the laboratories we vis-
ited ranged from using preprinted, fill-in-the-blank-type material on the P-
standardized work sheet to doing little more than identifying the
sample, citing the test methodology, and providing a brief statement of
testing results. Details on our findings at two locations follow. :--" -

1. One laboratory director told us that his analysts used abbreviated
reporting for about 75 percent of the samples they analyze. The labora-
tory uses two preprinted forms it developed for pesticide surveillance
and drug surveillance samples. The director said that use of the abbrevi-
ated reports forms saves from one-half hour to 1 hour of analyst time.

2. Another laboratory director stated that abbreviated reporting is used .
for all pesticide work, representing about 30 percent of the laboratory's ..'.; "
workload. The director estimated a minimum savings of one-half hour of %.-I
analyst's time in preparing the abbreviated form the laboratory had
developed.Ii --.- -
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Chapter 4
Changes in Sample Analysis Documentation
Practices Could Reduce Laboratory ". -. p..

Processing -me

We believe that there is potential for considerable time savings by
adopting abbreviated reporting requirements for nonviolative surveil-
lance samples. For example, of the 82,491 samples FmA tested in the 18-
month period, over 37,000 were nonviolative surveillance samples. A
half-hour reduction of analyst time on this number of samples equates
to a savings of about $543,000 (based on FDA's $44 standard hourly rate
for analysts),' or about 11.5 staff years of analyst time (based on FA's
standard of 1,075 hours of analyst testing time).

Los Angeles District Has FDA'S Los Angeles district is responsible for monitoring pesticide resi-

Eliminated Most dues in a large volume of produce. Recognizing that samples should be
Documentation for Many tested as quickly as possible to assure that the produce is available if

Fm needs to take a regulatory action, the district has modified some of
--umples It Tests the traditional analytical procedures for pesticide surveillance samples

to improve timeliness. One of the procedural modifications is the com-
plete elimination of any type of analyst work sheet for most such sam-
ples, unless a violative product is identified. .

The Los Angeles pesticide surveillance program, which involved over
4,000 samples in fiscal year 1984, covers both domestic and import sam-

ples.' Testing is done on an assembly-line basis by a team of analysts. If
the products sampled are not violative, the test results for each sample "-"- -
are recorded on one line of a summary sheet. Only when violative prod-
ucts are detected is the standardized work sheet prepared.

The program involves more than just a reduction in paperwork, and the
time saved by eliminating paperwork for most samples has not been pre-
cisely quantified. However, a 1983 FDA evaluation of pesticide sample ,..-F
test time compared the Los Angeles and San Francisco district labora-
tory operations. The San Francisco laboratory used the standard FDA" -
analyst work sheet for recording information on all pesticide surveil-
lance samples. The report concluded that the Los Angeles program had
resulted in considerable time savings.

Fm headquarters is considering how the Los Angeles pesticide program
could be implemented at other laboratories. In the interim, it has.'-.A

1This rate is an estimate of the average salary, fringe benefits, and overhead costs applicable to FDA
analysts. FDA uses this rate to bill establishments for retesting products that have been reconditioned
after an FDA regulatory action, such as a product seizure.

2Le Angeles does not report data on these samples into the laboratory management system.
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Chapter 4
Changes In Sample Analysis Documentation
Practices Could Reduce Laboratory
ProcessingTime

informed field managers of the program and advised them that they can
use whatever parts fit their situation. p.

Agreement on Reduced Whle there is general consensus in the field on the need for reduced

documentation in reporting nonviolative sample test results, one FDA

Documentation Is headquarters official does not agree. The director of the Division ofLacing Field Science told us that most samples must be considered as poten- i
tially violative and this requires adherence to standard operating proce-

dures. He stated that without a high volume of similar analyses, the use
of abbreviated work sheets would be counterproductive.

In contrast, the laboratory directors and most laboratory supervisors we
talked to agreed on the need for reduced documentation. For example,
one director in a memorandum to the region stated:
" We treat each sample as if it is going to the Supreme Court, and I think in the % .e5

majority of cases this is a waste of time. I have looked at what other Federal and ..

State agencies do in report writing and none approach the extensive detail of FDA. If
we would be willing to adopt abbreviated reports on the majority of our samples, we
could probably save from I to 2 hours per sample... Pesticide analysis could be .',
significantly expedited if we set up pass fail criteria. ...", Z

Conclusions FDA laboratory documentation requirements add to the time needed to
complete sample processing. To save time, FDA has allowed abbreviated
reports of sample test results in some instances, but many field laborato-
ries have not used the abbreviated report. We believe that there is
potential for considerable time savings and more efficient use of
resources by using abbreviated reporting for nonviolative surveillance

samples.

Recommendations to We recommend that the Secretary direct the Commissioner of FDA to

the Secretary of HHS • assess the simplified analytical documentation practices used by various
FA laboratories, including eliminating detailed step-by-step descriptions

"* of the analyses performed on nonviolative samples, and determine their
applicability to all FDA laboratories;

, define the universe of samples that should be covered by abbreviated
reporting; and
develop a standardized abbreviated form(s) and implement their use as
FnA policy on a laboratory-wide basis.
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Agency Comments and In its August 8, 1986, letter, HHS stated that the FDA task force will be
asked to address our recommendations and propose appropriate agency

Our Evaluation action. (See app. VIi.) HHS said that, while some laboratories have -

adopted abbreviated work sheets, FDA has not made this mandatory-
V: because it wants to maintain flexibility for individual district and labo- -

ratory directors to manage their operations. Such flexibility is,
according to mis, the keystone to the success of FDA's regulatory
activities.

"ms believes that eliminating reporting on some samples would be
counterproductive to FDA's consumer protection mission. According to % "
miS, FDA uses both present and past performances of products and firmsJ in developing future regulatory posture, compliance programs, surveil--"
lance activities, import procedures, etc. mis stated that the small amount ". ,W
of savings accrued from eliminating the reporting requirement for some
samples would probably not outweigh the benefits of maintaining it. Z I

We believe that HHS'S position is contrary to FDA's practices. Our report 7A
discusses a sample processing reporting procedure used by FDA'S Los

Angeles district office that virtually eliminates any type of analyst work
sheet for most pesticide surveillance samples, unless a violative product
is identified. Instead, the Los Angeles analysts record the test results on .' '
one line of a summary document (see p. 36). We point out that FDA head- ,.

quarters has informed its district directors of the Los Angeles pesticidep ,program techniques and advised them to use any that fit their situation.

We believe that eliminating the standard analyst work sheet for nonvio- -
- lative product samples would not affect FDA's ability to determine the -
IN performance of products and firms and develop appropriate future reg-ulatory programs and activities. Most of the information used for these
4 purposes would still be available on collection reports and summary , 1.

sheets. Our recommendation has been clarified to reflect our intent that
only the step-by-step description of the analyses performed on nonviola-
tive samples be considered for elimination.

I

% J. ,% J.

4 ,.- .:.
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Appendix IFDA Field Offices and Laboratories

Federal Location of Laboaitoy
region Regional office District office capability,".-

Boston, MA Boston, MA Yes
II New York, NY " Brooklyn, NY No % .d

Buffalo, NY Yes
Newark, NJ No
New York Import, NY Yes - O

San Juan, PR Yes
III Philadelphia, PA Baltimore, MD Yes

Philadelphia, PA Yes I W.

IV Atlanta, GAb Atlanta, GA No
Nashville, TN No . -

Orlando, FL No,-

V Chicago, IL Chicago, IL Yes .....

Cincinnati, OH Yes
Detroit, M, Yes
Minneapolis, MN Yes

VI Dallas, TX Dallas, TX Yes
New Orleans, LA Yes

VII Kansas City, MO Kansas City, MO Yes %.%.
VIII Denver, CO Denver, CO Yes . .

IX San Francisco, CA San Francisco, CA Yes .

Los Angeles, CA Yes
X Seattle, WA Seattle, WA Yes
*The New York Regional Laboratory Division provides laboratory support to the Brooklyn and Newark
districts.
bThe Atlanta Regional Science Division'provides laboratory support to the Atlanta, Nashville, and
Orlando districts.

%,, %
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Appendix H

Laboratory Time for Samples Processed by 19
FDA Field Laboratoies-October 1, 13, to
March 31, 1985

i Average

Number of Calendar
Laboratory samples days Workdays
Atlanta regional 9,002 19.1 14.1
Baltimore 4.698 20.6 15.1
Boston 4,503 26.5 19.4
Buffalo 2,900 20.2 15.0
Chicago 1,412 71.5 50.6
Cincinnati 2,987 53.7 38.2
Dallas 8,971 12.0 9.2 :,. "
Denver 2,949 38.4 27.6 , "
Detroit 1,779 87.6 61.6
Kansas City 2,948 27.2 19.8 ,
Los Angeles 3,952 27.0 19.6
Minneapolis 3,903 44.0 31.4
New Orleans 4,058 45.3 32.5
New York Import 5,264 8.5 6.8
New York regional 4.498 78.8 55.6 . .
Philadelphia 1,805 48.8 34.8
San Francisco 9,035 11.4 9.0 ,
San Juan 1,321 29.2 21.2
Seattle 6,506 13.6 10.4
Nationwide 82,491 28.4 20.7

'...
. ,. "..-.-

% j

z W % %.. %,/ '
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Appendix Ill

Laboratory Time for Samples Processed by 19
Field Laboratories in Fiscal Year 1984 and First
6 Months of Fiscal Year 1985

Table II111: Labomtsty Time for Fiscal Year 1964
Domestk Hompliance Import compliance

samples samples Surveillance samples
Avera N r Avera Av

Number of Clen Number of calendar Number of calenar
abora" samples days samples days samples days

Atlanta regional 763 12.8 950 12.6 2,854 17.6
Baltimore 209 19.1 17 5.0 1,451 20.9 --

Boston 229 18.8 1,551 10.9 547 57.4
Buffalo 123 7.8 * 900 24.4
Chicago 133 15.1 219 27.3 189 122.1
Cincinnati 497 25.1 98 29.5 928 59.9
Dallas 422 13.3 1,465 3.7 2,297 18.1
Denver 160 31.3 36 14.2 948 28.5
Detroit 134 48.3 46 12.5 666 105.4 J "-' P
Kansas City 54 7.8 • 956 25.8
Los Angeles 268 16.7 1,309 15.6 904 52.9
Minneapolis 216 17.7 289 31.6 1,647 31.6
New Orleans 102 35.0 68 6.7 1,673 62.2
New York Import 62 5.4 738 7.1 2,207 7.9 -• -

New York regional 384 37.9 56 14.1 796 164.9 -

Philadelphia 79 13.8 28 1.7 19 50.6
San Francisco 204 11.2 1,629 10.7 2,666 6.1
San Juan 39 25.1 • 170 19.8
Seattle 378 23.1 64 13.8 1,676 8.4

, Natlonwide 4,456 20.4 8,563 11.5 23,494 32.5
".5 aThe combined total of the three sample categories excludes 12,830 samples that FDA did not classify
.5 as either compliance or surveillance.

% % %"

* 5.'q

• ... .,
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laboratr TMuse for Sample. P by 19

Field Lborstades In lisd Year 1964 and

First 6 months of Flacal Year INS5

Table 111.2. Laboratoy Time for First 6 Monls of Fincal Year 1965
Domestic compliance Import compliance

"Moles samples Surveillance samn.e.

Number of calendar Number of Number of a
Laborato samples days samples days samples days
Atlanta regional 1,171 15.3 210 10.9 2,072 23.7 -- '
Baltimore 515 23.0 356 9.6 754 22.8 1 A .

Boston 378 28.0 1,301 11.4 294 118.5
Buffalo 203 18.3 5 6.2 1,063 17.7
Chicago 264 43.0 172 26.3 162 263.0
Cincinnati 558 27.9 96 38.8 369 147.3
Dallas 1,032 19.8 1,460 3.2 1,370 9.6
Denver 552 31.8 19 14.7 470 65.2
Detroit 268 133.8 37 19.1 363 73.0
Kansas City 259 27.1 9 4.7 988 37.8 ,.,-. •
Los Angeles 129 29.0 777 13.3 295 46.5 .,,,%

Minneapolis 298 23.3 175 10.6 761 76.5
New Orleans 166 62.2 312 4.7 1,073 44.3 4
New York Import 60 8.7 338 11.5 1,776 9.4
New York regional 1,132 26.7 34 52.1 713 115.6
Philadelphia 465 43.5 96 5.8 367 121.6 ,
San Francisco 391 31.2 1,663 13.8 2,111 8.9
San Juan 142 23.4 150 11.4 309 46.8
Seattle 518 16.2 644 12.1 1,483 15.6
Na6owide 8,501 29.1 7,S4 11.1 16,793 38.3

NIalmWe

'p,

4%

i,.. ,

,% %, 5.i
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Appendix IV

Import Sample Processing Time Frames

In-------at~ Laborattory Complnce Tol
Types of analysis bran a nch workdays
Heavy metals/food standards 1 3 1 5
Sanitation/pesticides/

aflatoxin 1 5 1 7
Other non-microbiological 1 6 1 ,

Microbiological 1 10 1 12b

'The investigations branch is allocated up to 2 days from collection of the sample to delivery to the '7
laboratory branch. However, if the investigations branch uses 2 days, the laboratory branch time is
reduced by 1 day.

bThis is an average. The range would be from 4 to 20 days depending on the analysis performed.

% %
page p F-
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%. % % %Vr
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Appendix V

Laboratory Time fo rnor Smle Pocf
by 19 FDA Feld Laboratories--October 1,
1983, to March 31, 19815

Average _Labo" Ump,.o workdays ,: .
Atlanta regional 2,164 8.7

Baltimore 1,674 7.4
Boston 2,897 8.7
Buffalo 1,037 4.1
Chicago 402 19.8
Cincinnati 345 25.6
Dallas 4,692 3.2 '

.,4 Denver 81 9.9
Detroit 241 24.5 4-
Kansas City 57 4.9 %P.*'.*.-

Los Angeles 2,297 10.7
Minneapolis 538 16.9
New Orleans 849 8.0
New York Import 4,845 6.5
New York regional 200 13.1
Philadelphia 448 6.0
San Francisco 4.115 8.8
San Juan 495
Seattle 2,948 9.3
Natonwile 30,325 8.1

.,

% % .
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Appendix VI _Inventory Time for Samples Processed by 19

FDA Field Laboratories in Fiscal Year 1984 and
First 6 Months of Fiscal Year 1985

M"IVL: hwonan Time for Flea, l Year 1964
Taal "mos Compliance samfes Surveillance sampoles- . %

Average Averse. Averae
Numbe of Calendar Work- Number of Calendar Work- Number of Calendar Work-

Laboraltly Samples days days samples days days samples days days
Atlanta regional 5,549 7.0 5.7 1.713 4.7 4.1 2,854 6.7 5.6
Baltimore 3,073 6.0 5.0 226 7.3 6.0 1,451 5.1 4.3 L
Boston 2,530 12.6 9.6 1,780 5.5 4.8 547 34.0 24.4
Buffalo 1,629 12.9 9.6 123 2.5 2.5 900 14.8 10.9
Chicago 814 24.0 17.7 352 6.7 5.6 189 69.6 49.5
Cincinnati 1,964 20.6 15.1 595 6.9 5.7 928 34.6 24.7
Dallas 5,109 5.1 4.2 1,887 2.8 2.5 2,297 6.0 4.8
Denver 1,908 12.3 9.4 196 9.1 7.1 948 6.9 5.6
Detroit 1,111 43.9 31.2 180 19.8 14.5 666 58.6 41.3-
Kansas City 1,692 8.6 6.7 54 2.3 2.3 956 11.1 8.4
Los Angeles 2,751 7.6 6.2 1,577 6.8 5.7 904 8.8 7.0 $/,-.,

Minneapolis 2,669 21.6 15.9 505 16.0 12.1 1,647 18.5 13.7
New Orleans 2,507 25.7 18.7 170 13.7 10.2 1,673 29.7 21.6 A. -
New York Import 3,090 2.5 2.5 800 1.6 1.6 2,207 2.8 2.8- -
New York regional 2,619 54.6 38.7 440 13.3 10.1 796 111.1 77.6 
Philadelphia 877 11.0 8.4 107 5.9 4.9 19 7.5 5.9
San Francisco 4,870 3.6 3.2 1,833 5.1 4.6 2,666 1.5 1.5 0, .
San Juan 720 4.1 3.5 39 1.7 1.7 170 1.9 1.9 ,'
Seattle 3,861 5.2 4.4 442 10.9 8.5 1,676 2.4 2.4 6r.A,-F.

NloIoWide 49,3430 12.7 9.6 13,019 6.2 5.1 23,494 16.5 11.5

iThe combined compliance and surveillance sample totals do not match the number of total samples
because FDA did not classify 12,830 samples as either compliance or surveillance in fiscal year 1984.
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Inventor TIme for Smph. fu by IS
FDA Field Iaboratorl In Fiscal Year 1349
and First 6 Moatb. of Flocal Year 1NS

,.4

T"bl V1.2 Invenr Time, for First 6 Month* of Fiscal Year 1985
Total samples Compliance "IMIow Surveillance samples "

Avereas Averag Aveae" ,
Number of. Calendar Work- Number of Calendar Work- Number of Calendar Work-

Laboratory samples days days samples days days samples days days
Alanta regional 3,453 5.4 4.7 1.381 3.6 3.4 2,072 6.7 5.6
Baltimore 1,625 5.8 4.9 871 5.4 4.6 754 6.2 5.1
Boston 1,973 18.4 13.8 1.679 7.3 6.1 294 81.8 57.9
Buffalo 1,271 9.3 7.3 208 8.6 6.9 1,063 9.5 7.4 . -

Chicago 598 67.8 48.0 436 18.9 14.1 162 199.4 139.2
Cincinnati 1,023 42.8 30.6 654 6.8 5.7 369 106.6 74.8
Dallas 3,862 4.2 3.6 2,492 4.4 3.8 1,370 4.0 3.3
Denver 1,041 14.4 11.0 571 7.3 6.1 470 23.0 17.0
Detroit 668 56.6 40.2 305 83.9 59.0 363 33.6 24.4
Kansas City 1,256 18.9 13.9 268 17.8 13.1 988 19.2 14.1
Los Angeles 1,201 8.5 6.8 906 5.8 5.0 295 16.7 12.4
Minneapolis 1,234 37.1 26.7 473 11.1 8.7 761 53.2 37.8
New Orleans 1,551 27.0 19.9 478 21.3 15.6 1,073 29.5 21.8 A-A-

New York Import 2,174 4.0 3.7 398 2.3 2.2 1,776 4.3 4.0
Now York regional 1,879 34.3 24.8 1,166 8.7 7.1 713 76.0 53.7
Philadelphia 928 14.2 10.7 561 9.1 7.2 367 22.0 16.1 , -

San Francisco 4,165 4.9 4.2 2.054 6.1 6.7 2,111 1.8 1.8
San Juan 601 12.3 9.5 292 2.8 2.8 309 21.3 15.7
Seattle 2,645 5.5 4.8 1,162 5.6 4.8 1,483 5.5 4.8 .I1 4

Nationwide 33,148 14.5 10.3 16,35 6.7 7.0 16,7 20.1 14.8

b 

,Y

% % %
ae22U-' I o.uy

• j ... ,.- .. ' ,,,.



Appendix VII

Comments From the Department of Health and
Human Services

IDEPARTMENT OF HEALTH &HUMAN SERVICES AUGSm 1985porGws

Mr. Richard L. Fogel
Director, Human Resources
Division

U.S. General Accounting Office
Washington, D.C. 20548

Dear Mr. Fogel:

The Secretary asked that I respond to your request for the ... V
Department's comments on your draft report, "Food and Drug
Administration: Laboratory Analysis of Product Samples
Needs to Be More Timely.* The enclosed comments represent
reevaluation when the final version of this report is
received.

We appreciate the opportunity to comment on this draft
report before its publication.

Sincerely yours,

Richard~4 P.Kuseo

IsetrGeneral

Enclosure

*'*. %
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AppendIxI VU
Comments Prm the Department of Health
and Human Servies

COMMENTS OF THE DEPARTMENT OF HEALTH AND HUMAN SERVICES ON THE *.-
GENERAL ACCOUNTING OFFICE'S DRAFT REPORT. "FOOD AND DRUG .'. *a
ADINISTRATION: LABORATORY ANALYSIS OF PRODUCT 5NIPLES

NEEDS TO BE MORE TIMELY- DATED JULY 195

General Comments ..

We appreciate the opportunity to review the draft report which is quite -l. .
comprehensive. It raises some significant issues and makes
thought-provoking recomiendations. FDA is appointing a task force
whose charge will be to review the SAO report, to study field Plaboratory management. and propose appropriate policies and practices -1_,
to enhance laboratory operations.

To this end. we find that the report would be more useful to FDA's task
force if it incorporates the following suggestions:

1. A discussion of the complexities of the various methodologies
by whfch samples may be analyzed and the impact on the time It
takes for analysis would be helpful. lhis would set the data
nd recommndations in context and help to identify the reasons sr
ome laboratories' processes are slower than others.

2. A discussion of the milieu in which the laboratories were
operating during the tim-frame of the audit will allow the

task force to determine the appropriateness of sample holding
and processing times, given events that impacted on laboratory
operations; and to assess the relevance of such events for
future laboratory management.

3. In order to clearly delineate the line of responsibility for
overall workflow management, the Inclusion of interviews with
district directors to reflect their role in scheduling and , ..
coordinating surveillance sample collections would be helpful.

4. Inclusion as an Appendix of GAO data analyses by class of
product (e.g., foods, drugs, cosmetics, etc.), and by type
of laboratory analysis performed would aid the task force in
determining whether problems occur across-the-board or in ,6
specific areas. Any guidelines that result from the study will
have to be tailored to specific product classes and analytical
methods to be meaningful. Since GAO did some analyses of these
factors, It would be beneficial to Include them In the report.

S. Inclusion of an analysis of the causes for the apparent %nn--lles of the four districts with unusually high processing :,"'.

time would also enhance the usefulness of the report. %

Pie %
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In addition to the above suggestions. we believe the report is overly
simplistic in implying that laboratory Inventories can be controlled by
reducing sample collections to eliminate backlogs. The presence or .
absence of a laboratory backlog should not be a driving force in .
determining whether or not to collect a sample. Rather, the collective d F

wisdom of Investigators and district management should establish the
criteria for sample collection commensurate with good public health -. ,
protection, even when laboratories become overloaded and some analyses ..

my have to wait while higher priority work is done.

Finally, the report fails to acknowledge that the quality of FDA's
laboratory work has never been in question. nor does this report raise
quality as an Issue. The analyses done by field laboratories continue -

to be of the very highest quality, as evidenced by their acceptability
in the courts, in public hearings and by the scientific community. Vl

GAO Recommendation .. N'

We recommend that the Secretary direct the Commissioner of FDA to

1. --Establish time-frame guidelines for field laboratories' ., . ,
processing of all samples consistent with the four sample
procession priority designators used by the laboratories.

Department Comment %

As indicated above, as a result of this audit FDA is establishing a . -,.
task force composed of laboratory directors and other appropriate
personnel to study the Issues GAO raised and make recommendations
concerning laboratory management. Oie aspect of the study will be to
examine processing time-frames and priorities, and to recommend a
workable priority system with appropriate time-frame guidelines. 1he
task force will also develop implementation and monitoring instructions
that will provide for laboratory accountability while also recognizing - .
that the timeframes are guidelines only and that laboratory management
is the responsibility of district directors.

GAO Plecommendation

2. --Evaluate field laboratory performance in meeting the
time-frame guidelines. .

Dpartment Comment

We agree. FDA will establish procedures whereby appropriate
headquarters units will be responsible for monitoring and evaluating
requirements of established time-frames. Rerformance plans for Office

of Regulatory Affairs (ORA) employees will Include monitoring of ____"_

time-frames when appropriate, . .

V' , ,-.
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GAO Recommendati on
3. -- Change the laboratory management system (DIS) sample

priority classifications to those used by the laboratories %
in setting processing priorities to (1) enable laboratory 0,,

managers to better schedule the testing of samples and
(2) provide laboratory managers greater monitoring capability
over laboratory performance.

Department Comment

The task force will Include an assessment of the LKS In its study and
make recomendations commensurate with other recommendations resulting
from the study.

. %We recommend that the Secretary direct the Commissioner of FDA to

establish procedures which

4. --require district offices' investigations and laboratory %
branches to coordinate and schedule the collection ofsurveillane samples;

5. --require the investigations branch to collect surveillance ,, .
samples in accordance with the collection schedule developed
with the laboratory branch, unless an emergency situation
should arise;

6. --require laboratory directors to continue to prepare schedules
for receipt of surveillance samples tested for other districts,
and require these districts to follow the prepared schedules,
unless agreements on deviations from the schedules are reached
with the laboratory. % . \%

%

Department Comment % %

We believe that the district directors should be responsible for
coordinating the activities of the investigations and laboratory
branches within their own districts and with other districts. As an
integral part of good management, many of the district directors ,-.. .
currently hold informal meetings with the branch directors to plani ~ ~their work schedules together. hese informal metings Include ""''r

discussions about inspections scheduling, collection of surveillance
samples. laboratory backlogs and other relevant matters that Impact on , .-
completing sample analyses In an efficient manner.

We recognize that there are exceptions to this style of management
Samong district directors and will take steps to encourage all district

managers to meet regularly with their branch directors to schedule
workload and manage the sampling process. Also, when a laboratory In
one district is servicing the needs of other districts, any .

Page 51 GAO/RD4Wl FDA I oa ter Analysis
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inter-district communications are best handled between district p
directors. FDA will, however, instruct laboratory directors to prepare
monthly workplan schedules that include the number of surveillance
samples that can be accepted from other districts. Coordination of 6Inter-district activities and granting exceptions to the schedules will
continue to be the responsibility of the district directors.

We believe the above approaches will result in the appropriate flow of .

surveillance samples into the servicing laboratories.

GAO Recommendation

7. -- Require laboratory directors to determine an approximate
inventory size which will permit the processing of samples . , /

within the time-frame guidelines established by FDA.

Department Comment

FDA will provide instructions to the districts requiring them to
develop a reasonable and practical Inventory size based on the ORA
workplan, projected district-initiated surveillance activities and past V'
performance. The Inventory size should permit the laboratory directors
to manage sample processing within the established time-frame.
Supervisors and laboratory directors will continue to be responsible
for completing sample processing in a timely manner.

GAO Recommendation -

8. --We also recommend that the Secretary direct the Commissioner
to establish a policy which prohibits the *dumping" of product -a...
samples into a laboratory's inventory.

Department Comment

We agree. FDA's policy has been and continues to be to encourage ,a
district directors to manage sample collection in such a manner as to
produce a constant flow of surveillance samples from the investigations.,
branches to the laboratory branches. tiusual events, however, may .
interrupt the steady influx of samples that is required for ideal
sample-processing management. When such events occur Investigations - -
branches work exceptionally diligently to recoup the shortfall of
collected surveillance samples that had been targeted in the Field.-°- "
Workplan. This extra effort may result in unusually large Inventories
of unanalyzed samples for short periods of time, placing an added ,..,.

burden on the laboratory. FDA is aware that this happens in some % .... .i.
districts. Therefore, as a part of the overall review of laboratory
management, the task force will consider the Impact of such sample
collections and recommend appropriate practices. mr
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GAO Recommendation %

We recommend that the Secretary direct the Commissioner of FDA to

9. --Assess the simplified analytical documentation practices
used by various FDA laboratories, including the elimination 0 O
of reporting on certain samples, and determine their ,; 6
applicabili.j to all FDA laboratories.

10. --Define the universe of samples that should be covered by
abbreviated reporting

11. --Develop a standardized abbreviated form(s) and implement
their use as FDA policy on a laboratory-wide basis. ,

Department Comment

The FDA task force will be asked to address these recommendations and ." .
propose appropriate Agency action. We believe, however, that %
elimination of reporting on samples would probably be .
counter-productive to FDA's consumer protection mission. The Agency
uses both present and past performance of products, as well as firms,
in developing future regulatory posture, compliance programs.
surveillance activities, import procedures, etc. Loss of such valuable
data would not be In the best interest of consumers or of the Industry.
The small amount of savings accrued as a result of eliminating the
reporting requirement on certain samples probably would not outweigh
the benefits of maintaining it.

Also, while a number of laboratories have successfully implemented the
use of abbreviated worksheets for their specific needs and program
responsibilities, FDA has not made this mandatory because flexibility
for field management Is the keystone to the success of FDA's regulatory
activities. The task force will look at abbreviated worksheets to
identify surveillance programs where they can be used on a field-wide
basis without compromising the flexibility of Individual district and
laboratory directors to manage their operations.

*.. ..-. ..

, .-

., . ...
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Appendix Vii

GAO's Evaluation of HHS's General Comments

The following comments have been extracted verbatim from mis's
August 8, 1986, letter (see app. VII). Each section of BiS comments is
followed by our evaluation. Our evaluation of HmS's comments per-
taining to our recommendations is presented on pages 23, 31, and 38.

HMs Cmments A discussion of the complexities of the various methodologies by which 3

samples may be analyzed and the impact on the time it takes for anal- A

ysis would be helpful. This would set the data and recommendations in
context and help to identify the reasons some laboratories' processes are
slower than others. "

GAO Evaluation As indicated on page 13, we did not assess the quality of sample testing
by individual analysts or the time they took to complete specific anal-
yses. Such assessments would require identifying and analyzing a
variety of variables that determine what testing methodologies are used
and the length of time needed to test individual samples. These could
include the type of product analyzed, the purpose for the analysis, the b - 41
experience of the analyst, the priority given the sample, and the type of
equipment available. We believe that the FDA task force members, by 10
virtue of their expertise, will be in a better position to determine the
extent that complex analytical methodologies and the time used to per-
form analyses contribute to total processing time.

A discussion of the milieu in which the laboratories were operating
during the time-frame of the audit will allow the task force to determine

the appropriateness of sample holding and processing times, given
events that impacted on laboratory operations; and to assess the rele-
vance of such events for future laboratory management.

GAO Evaluation We recognize that unusual events, such as product recalls and emer-

gency situations, may greatly disturb the normal sample analysis
process (see p. 18), causing delays in the routine flow of compliance and
surveillance samples through the laboratories. However, as we discuss
in our report, we believe that FmA needs to establish better procedures to %
control the collection of surveillance samples during and after the time

these unusual events occur (see ch. 3). In this regard, HMS agreed to
require that FDA instruct its laboratory directors to prepare monthly
work-plan schedules that include the number of surveillance samples
that can be accepted from other districts. Interdistrict coordination and

pap GAO/IMD4W.I0o FM Laagatf.y Anal.-.
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deviations from the monthly schedules will be the district directors'
responsibility.

HHTS Comments In order to clearly delineate the line of responsibility for overall work-
flow management, the inclusion of interviews with district directors to
reflect their role in scheduling and coordinating surveillance sample col-
lections would be helpful.

GAO Evaluation Our discussions with district directors at the FDA facilities visited did not
focus on the directors' roles in scheduling and coordinating surveillance

sample collection. We recognize that the directors have ultimate respon-
sibility for the activities that occur within their districts. We were
informed by an FDA headquarters official, however, that the laboratory
directors were responsible for day-to-day management of the sample
inventory.

HmInclusion as an Appendix of GAO data analyses by class of product (e.g., %
foods, drugs, cosmetics, etc.), and by type of laboratory analysis per-

formed would aid the task force in determining whether problems occur
across-the-board or in specific areas. Any guidelines that result from the
study will have to be tailored to specific product classes and analytical
methods to be meaningful. Since GAO did some analyses of these factors, .

it would be beneficial to include them in the report.

77O Evaluation Our review work did include some analyses of FDA's field laboratories'
performance in processing samples in specific product classes using

either microbiological analysis or chemistry analysis methods. However,
we did not include the analyses in our report because we could not . *"'

verify that the analytical methods used at the individual laboratories
were sufficiently similar to make comparisons among the laboratories
meaningful. Our analyses originated from information provided by FDA'S
Director of Field Science, who told us that the methods used to analyze
these samples would be similar regardless of where the analyses were
done. We did not corroborate this information with field laboratory per-
sonnel and, therefore, did not use the data to support our findings. The
results of our analyses generally showed large variances in sample
processing times among the laboratories similar to those shown in
appendixes II and III of this report. We have provided these analyses to
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General Commilts

FDA officials for their use in reviewing field laboratories' operations in
general, and our findings in particular.

HHS Commtents Inclusion of an analysis of the causes for the apparent anomalies of thefour districts with unusually high processing time would also enhance
the usefulness of the report.

GAO Evaluation Only one of the four laboratories with the highest average sample ..0
processing times as shown in appendix II was visited during this review.
Therefore, we did not include in our report an analysis of the specific
causes for the high sample processing times at these laboratories. At the
laboratory visited, we did not identify specific causal factors for the
high average processing times other than those discussed in our report
(i.e., lack of time-frame guidelines for all samples collected, inadequate
control of sample inventories, and the use of overly detailed analytical f- % _6
reporting procedures for nonviolative surveillance samples).

HHS Comments In addition to the above suggestions, we believe the report is overly sim-
plistic in implying that laboratory inventories can be controlled by
reducing sample collections to eliminate backlogs. The presence or
absence of a laboratory backlog should not be a driving force in deter-
mining whether or not to collect a sample. Rather, the collective wisdom
of investigators and district management should establish the criteria
for sample collection commensurate with good public health protection, N
even when laboratories became overloaded and some analyses may have ,
to wait while higher priority work is done.

GAO Evaluation We do not believe that our position on controlling sample inventories issimplistic. The existence of an inventory backlog without assurances
from laboratory directors that the existing samples can be timely ana-
lyzed should in fact be a driving force in slowing or stopping the collec-
tion of additional surveillance samples. We agree that the collection of
compliance samples is beyond the control of the laboratory branch
directors and the investigations branch directors. However, proper coor-
dination and cooperation between these branches, both intra- and inter-
district, could help prevent large numbers of surveillance samples from
sitting in the sample inventory for long periods. As indicated above, MiS
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has agreed to require FDA to develop schedules for the collection of sur-
veillance samples and placed the responsibility for approving changes to
these schedules with the district directors.

HHS Comments Finally, the report fails to acknowledge that the quality of FmA's labora-
tory work has never been in question, nor does this report raise quality
as an issue. The analyses done by field laboratories continue to be of the
very highest quality, as evidenced by their acceptability in the courts, in
public hearings and by the scientific community.

GAO Evaluation In response to the above statement, we have included on page 13 HmS's
statement regarding the quality of the work performed by FMA's
laboratories. 9. * .,

.- .
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