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Starjddrds of ethical conduct for Gownment 
offickis are prescribed by ar’l Executive Order 
o’ the Preside t. 

\ 
In line with this order the 

Food and Dru- Administration oF !-+EW 
developod a financial drsclowre system for its 
employees. GAO noted deficiencies in the 
Agency’s system and recommends imprcved 
procedures for ensuring coliection of 
statements from all employees requirecd to 
file, more time!y reviews of finar:cial 
disclosure starerr~nts, and Co!!owup on 
divesiiture requests and internal program 
reviews. 
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COMPTROLLER GENERAL OF THE UNITED S-l-Al-ES 

WASHINGTON. CC. 2E.46 

c,, , To the President of the Senate and the 
Speaker of the tiouse of Representatives 

Executive Oraer 11222 prescribed standards of ethi&l 
conduct for Government officials and directed the C?vil $erv- 
ice Commission to establish guidelines for agency financial 
disclosure systems. This report discusses improvements that 
are needed in the Food and Drug Administration’s financial 
disclosure system. 

, 
Although we made err review pursuant to several requests 

from Members of Congress to review the effectiveness of Fed- 
eral agencies ’ financial disclosure systems, we are sending 
this report to the Congress because of the widespread con- 
gressional interest in this subject. I 

, 
1 
-- . 

We did not obtain formal comments from officials of 
the Food and Drug Administration. However, we discussed 
the report informally with the Associate Commissioner for 
Administration and subordinate officials responsible for 
the financial ilisclosure system, and they generally agreed 
with its contents. We also discussed the contents of the 
report with apnropriate officials in the Department of 
Health, Education, and Welfare. 

We are sending copies of this report to the Director, 
Office of Management and Budget; the Secretary, Department 
of Health, Education, and Welfare; and other interested 
parties. 

44 / 
Comptroller General 
of the United States 
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CONPTROLLER GENERAL’S FIAArJCIAL DISCLOSURE SYSTEM 
REPORT TO TdE CONGRESS FOR EMPLOYEES OF THE FOOD AND 

DR'JG ADMINISTRATlON HEEDS 
TIGHTENING 

DIGEST a----- 

Over 2G cents of every dollar spent by con- 
sumers goes for products regulated by the 
Food and Drug Administration (FDA) to guard 
against potential impurities, unsafe con- 
tents, and similar hazards. In regulating 
the industries, the Food and Drug Adminis- 
tration must be sure that its employees 
maintain the highest standards of ethical 
conduct. This agency is a constituent 
of the Department of Health, Education, 
and Welfare (HEW). 

In line with several corlgressional requests, 
GAO reviewed: , 
--The effectiveness of the agency's financial 

disclosure system. 

--The financial interests reported by em- 
ployees. 

--Whether other agency officials should be 
filing financial disclosure statements. 

Food and Drug Administration reviewing offi- 
cers noted during their review of the 1974 
statements that 134 employees owned 181 in- 
terests which were prohibited by its regula- 
tions: 

--60 owned 73 prohibited interests which 
directly related to their responsibilities; 

--70 owned 94 interests in which there was no 
relationship to the employees' duties and 
responsibilities but the interests were 
prohibited by FDA's regulations: and 

--4 owned 14 interests in both of the above 
categories. 
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The agency asked most of the employees with 
prohibited interests related directly to their 
responsibilities to divest of such interests. 

Employees with prohibited financial interests 
not related to their duties and responsibili- 
ties were not asked to divest because the 
agency and HEW were about to request approval 
from the Civil Service Commission to institute 
new policies, one of which would give these 
employees the opportunity to request an ex- 
ception to hold prohibited interests provided 
they meet certain criteria. The new policies 
were approved by the Civil Service Commission 
on September 25, 1975. 

GAO's review cf these financial disclosure 
-statements generally concurred with the find- 
ings of agency reviewing officials. However, 
GAO found that 25 employees owned an addi- 
tionai 27 prohibited interests which were 
overlooked by FDA reviewing officials. 

In addition, GAO found that 

--203 regulatory employees had not filed fi- 
nancial disclosure statements; 

--FDA had not developed a policy on real 
estate holdings and as a result, 5@ em- 
ployees owned farmland interests which 
had not been adequately reviewed to deter- 
mine whether a real or potential conflict 
existed; and 

--the General Counsel, Department of Health, 
Education, and Welfare, had not promptly 
acted on several exception requests re- 
ferred by FDA for review and consideration. 

Although HEW's regulations and FDA's supple- 
mental regulations as applied to its employ- 
ees conformed generally to the Civil Service 
Commission's financial disclosure guidelines, 
improvements still are needed. 

.GAO recommended that the Secretnryp HEW, make 
sure that HEX takes timely action on employee 
requests to retain prohibited interests and 
consider having the internal audit agency pzr- 
form periodic reviews of the FDA financial 
disclosure system. 
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GAO also recommended that the Secretary, 
HEW direct the Commissioner of FDA to 

--develop effective procedures for collecting 
employee statements; 

--insure that all employee financial disclo- 
sure statements are reviewed within 60 days 
after they are f j led; 

--develop policies concerning employee prop- 
erty interests; 

--develop procedurer to insure certification 
of the review of th? statements; 

--develop followup procedures to insure prompt 
action on divestiture requests, and on 
failures to comply with the regulations: and 

--provide guidelines to employees to help them 
determine whether they shduld retain or ac- 
quire a par titular financial interest. 

Tear Sheet 
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CHAPTER 1 ------A- 

INTRODUCTIOV -----e----e - 
I The Food and Drug Administration (FDA), a constituent I .c j’ 

agency of the Department of Health, Education, and Welfare 
J. (HEW), conducts programs directed at a single overall 

c ‘. 

_ objoctive-- consumer protection. FDA-regulated products ac- 
count for over 20 cents of every consumer dollar spent. 

FDA’s responsibilities include: 

--Assuring the consumer that (a) foods are pure and 
wholesome, safe to eat, and produced under sanit,;ry 
conditions, (b) drugs and medical devices are safe 
and effecti re for their intended uses (including 
drugs used in medicated feeds for animals), (c) 
cosmetics are safe and properly labeled, and (d) 
packaging and labeling of these products are truthful 
and informational: 

--Protecting the public from unnecessary radiation ex- 
posure from electronic p:oduzts such as color televi- 
sion sets, microwave ovens, and X-ray machines; 

--Regulating the sale of biological products, such as 
vaccines, serums, and blood by assuring that these 
products are safe, pure, and potent; 

--Assuring the safety of pasteurized milk and shellfish, 
and the sanitation of food services and the food, 
water, and sanitary facilities for travelers on trains, 
planes, and buses in interstate commerce; and 

--Assuring tilat all imported teas meet the quality 
standards set by the U.S. Board of Tea Experts. 

FDA is continuously involved with private industry in 
fulfilling its responsibilities: therefore, it is imperative 
that its employees maintain the highest standards of ethical 
conduc- in performing their duties. 

SCOPE OF REVIEW ----- 

Our review, conducted at the FDA headquarters, Rock- 
ville, Maryland, and HEW headquarters, Washington, D.C., wes 

made pursuant to requests from Members of Congress. Primary 
concerns expressed in these requests were whether 



a 

--Fedr r al agent ies have effective f inancisl disclosure 
systems for revealing conflict-of-interest situa- 
tions, 

--all financial disclosure statements required were 
filed promptly and properly, and 

--the financial disclosure statements were adequately 
revie>?ed and analyzed. 

We reviewed all financial interests listed by employees 
on their 1974 financial disclosure statements, and in pre- 
vious years to the extent available. We also reviewed posi- 
tion descriptions of employees required to file statements. 
We did not determine whether the employees that filed 1974 
statements were on FDA’s employment rolls during our review: 
nor did we talk with specific individuals regarding their 
actual duties or their financial holdings. The confident- 
iality of employees who filed these statem%,rrs was main- 
tained at all times. We also reviewed e :istjnl: and proposed 
regulations governing om?loyees’ standarJs of conduct, as 
well as the responsibili; s of several positit-ns not cur- 
rently required to file financial disclosure statements to 
determine whether they should be filing a statement. 

Our review did not focus on existing statutory criminal 
provisions concerning ti 0 activities of Federal employees af- 
fecting their personal E.i.nancial interests (18 U.S.C. S 208 
(1974)). We note, however, that the disclosure requirements 
of the statute are no more stringent than the requirements 
of the regulations we reviewed. 
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CNAPTER 2 --------- 

E’INANC:A; !lISCL@S!-!RE !%CQUiKEbIE[lTS AND ------ .- --------.------------.--------- 

AGENCY PR04I!3fTICXS -----------.-- ._.- ---- 

Executive Order 11222, dated Xay 8, 1965, prescr ihed 
standards of ethical conduct for Government officers and 
employees, and directed the Civil Service Commission (CSC) 
to eskab?ish implementing regulations. In L;ovemScr 1965 
CSC issued instructions rcqdiring each agency t.o prepare 
employee conduct standards and establish a review system 
for employee financial disclosclre statements. Standards 
of conduct reg,?lations estaelisned by each agency milst be 
approved by CSC. 

In March 1966, HE;rl isstied rcjulation 45 C.F.R. 73.735 
governing employees ‘ responaibiiities and conclucr. In 1972, 
FDA lssued supplemental regulations (43 C.F.R. 73a.735): 
pro*ziding interpretative derinicions to certain of the De- 
par tment ’ Y regulations and additional requirements for FDA 
employees. The Department’s and FDA’s supplemental regula- 
tions established the financial disclosure system for all 
FDA employees. 

The Assistant General Counsel, Easiness and Adminlstra- 
tive Law Division, Office of the General Cotlnsel, was design- 
ated the Department’s ethics counselor to administer regula- 
tions governing enployee responsibility and conduct. i-le 
is responsible for rendering authoritative advice on em- 
ployee eonduct ..latters, providing guidance to deputy coun- 
selors on questions ccncerning conflicts of interest, and 
resolving conflicts k.hich ar not resolved by deputy coun- 
selors. TF the ethics counselor cannot resolve a conilict, 
pertinent illformation is forwarded the Secretary of HEW, 
for his consideration. 

The Associate and Deputy Associate C-mmis:.!oner for 
Administration and the Director, Division of Pecsonnel Mnn- 
agement , are responsible for reviewing the financial di.a- 
closure statements of occupants of designated positions in 
FDA that :nust be filed within 30 days after entrance on 
duty and updated annually as of June 30. HEW’s regulations 
require employees having a conflict to divest themselves 
of the interest, disqualify themselves from particular as- 
signments, be reassigned to U different position, or be 
subject to disciplinary action. 



PRON:DITIONS IZC;~I[~ST k-2.4 &NPI,OYEES _---------.-_-~ ---_---- --.-- ---.------- 

FDA issties to each employee a boofilet of regulations 
whic‘h apply to FDA otfl;lers and empluyees. This booklet 
contains HEW's standards of Conduct, and FDA supplemental 
regulations concern~;I>; i ini;nt*1.11 interests, work assignments 
involving rcqulatecj industrlcs, and outside activities. FDA 
also defines key t.etxs used in the Department's regulations 
to mace the rocjulaticns clearly applicable to FDA employees. 

rjEN"s regulations prohibit em?loyces frcm 

--having a direct OK ir,diKect financial interest that 
conflicts c-bstantially or sppears to conflict sub- 
stantially with his Government dJti2s and responsi- 
bilities; 

--participating in his Government capacity in any manner 
in which he, his spous:~, his minor child, 0: an out- 
side hus;iness associate or organization with which 
he is connecter: or is ncqutiating employment, has a 
f inanCia1 interest; and 

--engaging dir*:Ctly or' indirectly in financial transac- 
tions ds a KeSiJ: t Of or primarl;y relying on informa- 
tion obtained through his G<>vcrnnent employment. 

HEW's regulations also Frobibit employees in regulatory, 
procurement, and CChtra<tinij accivlties froR, ha;ring certain 
types of financial interests. 

Employees engaqtld in regulatory activities shall not 
have a financial interest in any corr.pa!;y whose business ac- 
tivities are regulated by FDA unless the regulated activi- 
ties of the company are JD insignificant part of its total 
business operations. FDA interprets this regulation stat- 
ing that employees nOv not have an interest in any organiza- 
tion whose FDA-regulated productS constitute more than 
10 percent of the organization's annual gross sales. 

An employee who serves as a procurement or contracting 
officer or whose duties include authority to recommend OK 
prepare specificstions, negotiate nonCompetitive contracts, 
or evaluate bids, Shall not have financial interests in 
conqxwies with which his office has a significant procure- 
ment or contractiny relationship. An insignificant relation- 
ship exists only when a?1 the following conditions are met: 

--Th2 company is one with which the employee would 
rarely or never tie official business: 

! 
r -. 
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--Such business 3s he would do with the company is *dith 
respect to iteas of a standard typ on the bas:s of 
conpe t it ive bids or regulated prices, or for utility 
services; and 

--The amount of ihe financial interest is very small. in 
relation to the company’s size. 

The regulations provide for exception to the prohibi- 
tions if enforcement appears contrary to the Government’s 
best interests or causes extreme and undue individual nard- 
ship. 

FDA, in its supplemental regulations, also provides pro- 
hibitions on financial interests of employees not required 
to file financial disclosure statements. Such employees may 
have a financial interest in a significantly regulated organ- 
ization provided 

--Lhc P,olding is less than $5,000 (value or cost at 
time of initial reporting), 

--the holding represents less than 1 percent of the 
organization’s total outstanding stock shares, and 

--no more than 50 Fercent of the employee’s total in- 
vestment value is concentrate3 in significantly 
regulated industries. 

Since these employees do not file financial disclosure state- 
ments, they are, accorjing to FDA, on the honor system not 
to go beyond the bounds of the above ‘criteria. On Septem- 
ber 25, 1975, CSC informed the Department that it did not 
agree with the akve regulation. CSC stated that “It is 
our present view that a holding of $5,000 can be very sub- 
stantial for many employe.es, * * *.” The issue of dollar 
value exemption for financial holdings was considered dur- 
ir;g a November 1375 CSC conference for Ethics Cotinselors; 
however, no decisions vere rendered at that time. 
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CHAPTER 3 --. -----.-- 

REVICK OF EXPLOYEES ---- - --- --- 

FINANCIAL DISCLOSURE STATMENTS ----- ----------- 

In 1974, approximately 2,500 FDA employees, primarily 
in regulatory positions, and about 900 consultants were 
required to file financial disclosure statements listing 
creditors, interests in real property, and business entities 
in which they have an interest. The employees were not 
required to show the amount of financiai interest, indebted- 
ness, or the value of real property. 

Because of the many firms (approximately 500,OCO) whose 
products are FDA regulated, and because the percent of re- 
gulated products can fluctuate, FDA had not developed a 
listing of prohibited firms for employees to consult to as- 
certain whether financial interest in a certain company ?‘s 
prohibited. FDA had developed a list of examples of FDA- 
regulated products for its internal use in reviewing fi- 
nancial disclosure statements: however, this listing was not 
distribue-:d to its employees. Therefore, when employees 
file financial disclosure statements indicating interests 
in business entities, their listing of interests will most 
likely include companies in which an interest is prohibited. 

The financial disclosure system’s purpose is to detect 
conflicts when they appear on the employees’ statements and 
take action to resolve the conflict. FDA reviewing officers 
noted during their review of the 1974 statements that 134 
employees owned 181 interests k,hich the regulations pro- 
hibited. 

Tks included 

1. 60 employees with 73 prohibited interests which 
directly related to their responsibilities, 

2. 70 employees with 94 interests in which no rela- 
tionship to the employee duties and responsibili- 
ties existed but were prohibited because the com- 
panies annual gross sales of FDA-regulated pr0dUCt.S 
exceeded 10 percent, and 

3. 4 employees that had 14 prohibited interests in 
both of the abcve categories (8 prohibited interests 
directly relating to their responsibilities and 
6 prohibited interests which did not directly relate 
to their responsibilities). 
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Follcwing FDA’s review of the 1974 statements, 61 
employees who owned 74 prohibited interests directly relating 
to their duties were sent letters instructing them to divest 
of these interests. Three employees with seven prohibited 
interests directly related to the employ::es’ duties and re- 
sponsibilities were not asked tc divest because the employee 
either had requested a waiver from HEW Gene:al Counsel to 
hold the interest or the HEW General CounsEi had ruled the 
interests could be retai ned because they were in a trust 
arrangement beyond the employee’s control. 

In March 1975, the Associate Commissioner for Adminis- 
tration instructed the Plvisior! of Personnel Management to 
defer sending divestiture letters to the 74 employees with 
100 prohibited interests not related to their duties and 
responsibilities. The Associate Commissioner believed this 
was equitable because FDA and HEW were about to request 
approval from CSC to institute certain new policies, one of 
which would give employees the opportunity to request an ex- 
ception to hold prohibited interests if the employee can meet 
the criteria set forth below: 

--The financial interest was acquired via marriage, in- 
her itance, and/or was held before a reorganization, 
change in regulations, or similar circumstance beyond 
the control of the employee. 

--The financial i?lterest retention does not give rise 
to an actual conflict-of-interest situation. 

--There is no direct relationship beetteen the employees’ 
official duties and the.requlated activities of the 
organization in which the financial interest is held. 

--The e ‘loyee occupies a position below that of Bureau 
or Deputy Bureau Director (or Assistant or Deputy Gen- 
eral Counsel, FDA Division). 

--The employee agrees“to refrain from engaging either 
directly or indirectly in transactions which are 
designed to increase the value and/or shares of the 
excepted financie!. interest. 

. Approved exceptions would be filed with the FDA Public Re- 
cords and Documents Center for public inspection within 
10 days after the date of the Commissioner’s decision. 

The regulations were approved by CSC on September 25, 
1975, and divestiture letters were sent to employees start- 
ing November il, 1975. 
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Our review of FDA employees‘ financial disclosure 
statments filed in 1974 generally concurred with the fin3ings 
of the FDA review+ng officers. However, we did find that 
25 employees owneo an additional 27 prohibited interests 
which were overlooked by FDA reviewing officials. The 
Associate Commissioner for Administration: Acting Director, 
Division of Personnel Management; and subordinate officials 
agreed with our findings and stated that employees with 
direct prohibited ir.terests would be asked to divest of 
these interests if they appeared on the employees’ 1975 
statement. Those with prohibited interests not related to 
their duties and responsibilities would be sent divestiture 
letters and would also be informed of their right to request 
an exception once the new regulations were apprcved. The 
first letters were sent starting November 11, 1975. 

k!e also noted that 50 FDA employees owned interests in 
farmlands. FDA had not developed a policy on the ownership 
of such interests, and as a result, had not adequately re- 
viewed them to determine what use was made of these lands 
or their products. FDA should examine these interests to 
insure that no real or potential conflict exists. Since 
no written policy exists by which these interests can be 
examined, FDA should develop such a policy. 

During our analysis of the employee financial disclosure 
statements, we also found that there were seven employees 
that requested an exception to FDA’s letter requiring dives- 
titures of eight prohibited interests reported on their 1973 
statements. The employees generally asked for an extension 
of time to divest of their prohibited interests or an allow- 
ance to retain the interests due to extreme personal hard- 
ship. These same prohibited interests were reported on the 
employees’ 1974 statements. FDA had forwarded such requests 
to the HEW General Counssl for review and consideration. 
The Deputy Assistant General Counsel, Business and Adminis- 
trative Law Division, HEW, stated that after they had had the 
exception requests about 3 to 6 months FDA instructed them 
not to process the requests because FDA was developing the 
new exception request policy mentioned on page 7 which could 
allow these employees to retain their prohibited int-rests. 
He also stated that HEW returned the requests to FDA on 
October 11, 1974. Department officials said that ether 
priority work assignments and inadequate staff prevented 
them from acting on the exception requests before FDA’s 
instructions to stop processing them. An FDA official stated 
that these employees were again notified starting Xovem- 
ber 11, 1975, that they must divqst if they could not meet 
the new exception request criteria. 
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CHAPTEX 4 

IMPROVEMENTS NDFDED IN FDA'S 

FINANCIAL DISCLOSURE SYSTEM 

The Department's regulations generally conformed with 
CSC's financial disclosure guidelines. The supplemental 
regulations issued by FDA ha;re added to the financial dis- 
closure system's effectiveness. However, certain improve- 
ments are needed in the system, including 

--improved statement collection procedures, 

--more timely review of the financial disclosure 
statements, 

--improved followup procedures on divestiture requests, 
and 

--periodic internal reviews. 

COLLECTION OF STATEMENTS 

The Department's regulations require new employees enter- 
ing into positions requiring filing of financial disclosure 
statements to do so within 30 days of appointment. Supple- 
mental statements reporting financial interests as of June 30 
are to be filed annually thereafter by July 31. 

Each year, FDA asks its various organizations to iden- 
tify incumbents of positions required to file statements, 
develop a list of such employees, provide the blank statements 
to and collect the completed statements from the identified 
employees, and identify any new positions which should be re- 
quired to file. FDZ requires the'completed statements along 
with the lists of employees to be forwarded to the Division 
of Personnel Management by July 31 of each year. In making 
the requests, FDA provides its organizations with the list of 
positions required to fil e and the Department's criteria for 
determining positions required to file. 

We examined the duties and responsibilities of about 
. 65 oi the positions above and below GS-11 for which the in- 

cumbents currently do not file statements. This included 
chemists, microbiologists, program analysts, pharmacologists, 
entomologists, public health officers, and consumer safety 
officers. We believe the incumbents of all of the positions 
could have an effect on FDA regulated industry and should 
file statements. FDA, in its new regulations, will require 
the incumbents of about 1,500 other positions, including the 
above, to file statements. 
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We noted, during the review, that 2Oi employees required 
to file statements in 1974 had not filed. liicse employees 
were in regulatory positions and about 62 percent occupied 
GS-13 or equivalent and above positions. This occurred be- 
cause (1) various FDA organizations did not adequately idcn- 
tify by name all employees required to file and (2) FDA had 
not verified the organizations’ identification of employees 
required to file. 

FDA officials agreed that the 203 employees should have 
filed statements. We were told that since the 1975 state- 
ments are now being filed, FDA would not require the employ- 
ees to submit 1974 statements. We were told that a check 
will be made to insure 1975 statements are submitted by the 
above employees. FDA officials stated that they developed 
a computer listing of all GS-11 and above employees. A copy 
was sent to each organization for the collection of the 1975 
statements. They stated that they will use this computer 
listing to verify the organizations’ identification and the 
submission of statements from employees required to file. 

MORE TIMELY REVIEW OF STATEMENTS - -w-e- 

FDA does not have adequate procedures to insure timely 
reviews of the statements. As a result employees with pro-- 
hibited interests retain such interests for a considerable 
period of time before being notified that they must divest 
of their interests. 

The HEW regulation states that new employees’will file 
a statement within 30 days of being hired for a position 
meeting the criteria for filing. Such employees fotind to 
have a prohibited interest must divest or such interest with- 
in 90 days of entrance into the position-. In effect, this re- 
quires the statements for new employees to be reviewed within 
90 days of the employees’ entrance on duty. The regulations, 
however, do not state when statements for other than new 
employees --those that file annual supplemental statemcnts-- 
must be reviewed. 

FDAts review of the $274 gtatcments was done between 
. November 1974 and February 1975. Resulting from FDA’s review, 

61 employees were asked to divest of 74 prohibited interests. 
For the majority of the 61 employees, letters ordering dives- 
titure of the interests were not sent until May 1975, since 
the determinations had to be reviewed by a supervisory offi- 
cial. This represented an average of about 9 months from ‘-se 
time the employees signed their statements. We believe th+ 
a more prompt review of the statements and divestiture re- 
quests is needed to provide adequate protection for employees 
in direct or potential conflict-of-interest situations. 
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We also noted that in most cases FDA reviewers had not 
signed or dated the statements which they were assigned to 
review. FDA does no’. have written procedures requiring the 
reviewers’ certification of review. We noted for example that 
some inconsistency in the review of the statements existed. 
Some employees were noted by FDA reviewers to own interests 
prohibited bx FDA’s regulations, while other employees with 
the same prohibited interests were not. Additionally, 3s 
pointed out on page 8, FDA reviewers did not detect 25 em- 
ployees with 27 prohibited interests because they overlooked 
them during the review. We believe that a procedure requir- 
ina certification of the review of the statements will im- 
prove the review process and help identify and correct any 
inconsistencies that may exist. 

NEED TO IMPROVE FOLLOWUP PROCEDURES ----_-_--------- 

Generally, FDA asked the employees to divest of th.ir 
prohibited interest within 30 days of notification. How- 
ever, FDA had not followed up on divestiture requests to in- 
sure employee action. FDA did not have written procedures 
for following up on required divestitures. For example, we 
found that seven employees, with eight prohibited interests 
reported on their 1973 statements, were requested in October 
1973, to divest of their financial interests within 30 days 
of notification; however, FDA had not followed up to insure 
divestiture and these employees reported the same prohibited 
interests again on their 1974 statements. These are not the 
same seven employees referred to on page 8. 

Regarding the 61 employees FDA asked to divest of the 
74 prohibited interests reported on their 1974 statements, 

_ we found that as of August 1975: 

--30 employees had taken action on 33 prohibited in- 
terests either by way of divestiture, transfer of 
ownership, etc.; 

--14 employees with 19 prohibited interests had requested 
an exception or an extension of ti.ne to divest; and 

--18 employees had not responded. 

FDA did perform some followup on the above 18 employees 
that did not respond; however, most of the followup had not 
been performed until about 2 months after FDA sent the dives- 
titure letters to the employee, The followup consisted cf 
telephoning the employee to determine what action the employee 
planned to take. As of August 1975 the average time-lag for 
the nonresponses was 46 days beyond the 30-day divestiture re- 
quirement. FDA had not taken any disciplinary action against 
these employees for failure to comply with FDA’s segulations. 
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We believe the lack of adequate followup action and 
disciplinary action hinders the program effectiveness and 
is indicative of a weakness in the system for preventing 
conflicts of interest. 

iJEED FOR INTERNAL PROGRAM KEVIEW _-___ -_---M---v--- 

An FDA official stated that during the 5 years which he 
had been involved with the FDA financial disclosure system 
there had not been an internal audit 02 the system. FDA does 
not have an internal audit office and responsibility for in- 
ternal reviews of FDA programs and operations is within the 
HEW Audit Agency under the Deputy Assistant Secretary, Comp- 
troller. 

We spoke with the Director, Washington Area Audit Office 
of the ilEW Audit Agency, who said that the Audit Agency had 
not done an internal review of the FDA financial disclosure 
system and that they had no plans for a review of the system. 
He stated that they did very 1 ittle audit work in FDA because 
of GAO’s large involvement in FDA. 

Due to the important weakness noted during our review of 
FDA’s financial disclosure system, we believe consideration 
should be giver to having the HEW Audit Agency periodically 
review the system. We believe such an audit should include 
reviewing the adequacy of the procedures developed for in- 
suring financial disclosure and enforcing the regulations 
governing conduct standards. 
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CHAPTER 5 --------- 

CONCL0SIONS AND RECOMMENDATIONS -----~---~----------~~ 

. 

. 

CONCLUSIONS --- 

FDA is responsible for protecting the Nation's 
consumers against impure and unsafe foods, drugsp cosmetics, 
and other potential hazards. Because of this responsibility, 
FDA must insure, through its financial disclosure system, 
that its employees maintain the highest ethical standards. 
We believe FDA's supplemental regulations have aided in mak- 
ing the system more effective; howeverp certain deficiencies 
exist which must be corrected. These include inadequate 
procedures for collecting financial disclosure statements, 
delays in reviewing the statements, inadequate followup 
1, *edures on divestiture requests, and the lack of internal 

iews. 

RECOMMENDATIONS --- --- 

To improve the effectiveness of the FDA financial dis- 
closure system, we recommend that the Secretary of HEW: 

--Insure that the Department takes timely action on 
employee requests to retain prohibited interests; 

--Consider having the internal Audit Agency periodically 
review the FDA financial disclosure system; and 

--Direct the Commissioner or‘ FDA to 

(a) develop effective procedures for collecting 
employee statements; 

(b) insure that all empLoyee financial disclosure 
statements are reviewed within 60 days after 
they are filed; 

(c) develop policies concerning employee property 
interests: 

(d) develop procedures to insure certification of 
the review of the statements; 

(e) develop followup procedures to insure prompt 
actiol: on divestiture requests, and on failures 
to comply with the regulations; and 
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4C) provide guidelines tc; employees to help them 
deterfiine whether they should retain or acquire 
a partJculor financial interest. 

I 

i 
l - -  

i 



-APPEND:X I APPENDIX I 

PRINCIPAL OFFICIALS O? THE ---11_ .---- 

DEPARTMENT OF HEALTH, EDUCATION AND WELFARE --- --"L.-----~ 

Tenure of office 
Prom' --- 

TO - --- 

SECRETARY OF HEALTH, EDUCATION, 
AND WELFARE: 

David Mathews 
Caspar W. Weinbergek 
Frank C. Carlucci 

(acting) 
Elliot L. Richardson 
Robert H. Finch 

ASSISTANT SECRETARY FOR HEALTH 
(note a): 

Theodore Cooper 
Theodore Cooper (acting) 
Charles C. Edwards 
Richard L. Seggel (acting) 
Merlin K. Duval, Jr. 
Rr,s,-r 0.' Egeberg 

COMMISSIONER, FOOD AND DRUG 
ADMINISTRATION: 

Alexander M. Schmidt 
Sherwin Gardner (acting) 
Charles C. Edwards 

Aug. 1975 
Feb. 1973 

Jan. 1973 
Jtme 1970 
Jan. 1969 

May 1975 Present 
Jan. 1975 May 1995 
Mar. 1973 Jan. 1375 
Dec. 1972 Mar. 1973 
July 1971 Dec. 1972 
July 1969 July 1971 

July 1973 
Mar. 1973 
Feb. 1970 

Present 
Aug. 1975 

Feb. 1973 
Jan. 1973 
Jdne 1970 

Present 
July 1973 
Mar. 1973 

a/Until Dec. 1972 the title of this position was Assistant 
Secretary (Health and Scientific Affairs). 

\ 
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