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CHAPTER IV 

PROTECTING THE PUBLIC INTEREST 

This chapter describes three federal agencies in 

terms of their relationships to researchers and organi-

zations which sponsor research and to each other where 

their activities overlap. The relationship between each 

agency and the segment of Congress which is part of its 

subgovernment is described from the point of view of its 

importance for the regulation of scientific activity. 

·Although they have in common a mandate to serve the pub-

lic interest, how that responsibility is carried out de-

pends on many factors , some extern a--1-· and some intern a 1 to 

the agency involved. Each public agency is created by 

law for a specific purpose. Because authorizing legis-

lation describes how laws will be enforced only imperfec-

tly, bureau~rats have latitude and exercise discretion in 

their work. How a law is interpreted in the rules which 

regulate the work of an agency and the way the rules are 

implemented into policies and procedures, is as much a 

result of the history of that bureaucracy and the philo-

sophy of its personnel as anything else. 
·•.• 

Three federal agencies responded to the series of 

events which took place at the Medical Center Hospital. 
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Those responses were structured by a variety of consi-

derations. Knowing what structures the regulatory be-

havior of an agency is important for understanding why 

certain actions w~re taken in one case, and also for un-

standing the actions taken in similar cases as well as 

predicting the behavior of any agency in the future. 

Regulation by federal agencies now forms part of the 

social control of the behavior of scientists. The nature 

and extent of that role is an important influence on in-

stitutionalized science. 

When agencies are closely related, the interactions 

between them and the history of those interactions can 

become a factor in structuring their regulatory behavior. 

In some instances inter-agency relationships almost ap-

pear to be the dominant consideration in decision-making. 

Not unexpectedly, the role of personal relationships can 

be important. Contrary to external appearances, federal 

bureaucracies are far from the monolithic, impersonal 

machines inexorably plodding through tasks that they may 

seem to be. When the "veneer is cracked," the indivi-

duality and character of each agency become apparent. 

The reactions of these agencies to essentially the same 

set of facts must be examined from the viewpoint of the 

unique histories of the organizations involved, the legal 
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limitations on their behavior, and the "styles" of their 

regulatory behavior. 

FOOD AND DRUG ADMINISTRATION 

The Food, Drug, and Cosmetic Act of 1962 charges the 

Food and Drug Administration (FDA) with protecting the 

public, research subjects, and the integrity of scienti-

fic investigations underlying the development of drugs. 

That mandate is pursued through the review of new drug 

applications and programs to oversee testing of drugs 

before approval for marketing (1). Beyond promulgating 

regulations and creating programs to assure that drugs 

which are marketed are safe and effective for the pur-

poses for which they are developed, FDA issues regula-

tions and programs designed to protect the rights and 

welfare of human subjects taking part in testing (2). 

The agency promotes the interests of science through com-

pliance programs whose goal is to assure "the quality and 

reliability of test data submitted to FDA" (Food and Drug 

Administration 1984: Part 1, p. 1). FDA also regulates 

other federal agencies which develop drugs. Because of 

its mandate set by statutory law, FDA's mission is more 

regulatory than scientific. 

FDA is a unit of the Public Health Service (PHS) and 



168 

through the Surgeon General, who reports to the Assistant 

Secretary of Health, a part of the Department of Health 

and Human Services (HHS). FDA is connected to other 

units of PHS and HHS through the regulation of drug de-

velopment (see Figure 7). One such unit is the National 

Institutes of Health (NIH) which develops drugs through 

its component institutes. FDA's regulatory activities of 

its "sister agency" NIH are structured by a series of 

memoranda of understanding on how they will interact (3). 

The National Cancer Institute (NCI), a developer of drugs, 

and clinical trial groups like the Eastern Cooperative 

Oncology Group (ECOG), are regulated through inspections 

of researchers participating-in clinical trials. Univer-

sities and hospitals are not regulated as such since they 

are just a location where a study is done and records are 

housed (4). 

FDA's &uthority to carry out inspections is found in 

Section 5O5j (2) of the Food, Drug, and Cosmetic Act of 

1962 where manufacturers and sponsors of clinical inves-

tigations are required to maintain accurate records of 

drug testing and permit the Secretary of HHS, or an offi-

cer or employee, to have access to those records at "rea-

sonable times." That authority is reiterated in regula-

tions and forms FD 1572 and FD 1573 where an investigator 
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agrees to h~ve records available for inspection and dup-

lication (21 CFR 312.1 (12) (e) before embarking on an 

investigational drug study. 

Between 1962 and 1972 FDA carried out about seven or 

eight inspections a year; the number limited by the poli-

cy which required that inspections be done by a physician 

(Lisook 1983: 1). In 1972 the Bureau of Drugs and the 

Bureau-of Biologics carried out a series of surveys of 

sponsors and clinical investigators (Food and Drug Admi-

nistration 1979b: 3-5). The surveys disclosed a number of 

deficiencies common to all the agencies within FDA regu-

lating drugs. Following its own review, the General Ac-

counting__JHfice (GAO) reported that FDA' s monitoring 

practices did not effectively protect human subjects in 

drug testing (Food and Drug Administration 1979b: 5). 

In hearings before the Senate, the Commissioner of FDA 

disclosed t~e poor performance of sponsors and investiga-

tors. Representatives of the GAO reiterated the recom-

mendations found in their report that existing regula-

tions be more effectively enforced and more rigorous 

sanctions be imposed for non-compliance (Food and Drug 

Administration 1979b: 5). As a consequence of Congres-

sional interest, a number of regulations were propounded, 

new programs devised and through an increase in funds 
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resulting from the interest of Senator Edward Kennedy, 

the Bioresearch Monitoring Program was created, staffed 

and in operation by June 1977 (Lisook 1983: 2). 

The goals of the Bioresearch Monitoring Program are 

to assure "the integrity of scientific testing" important 

to the safety of regulated drugs and to monitor the ade-

quacy of protection of humans and animals used in testing 

(Food and Drug Administration 1984: Part II, p. 1). The 

activities of the Bioresearch personnel, coordinating the 

work of various units to avoid overlap of effort, are 

"staff" rather than "line" functions (5). The authority 

to monitor and inspect clinical investigations rests with 

the Division of Scientific Investigations, a Division of 

the Office of Compliance within the Bureau of Drugs (see 

Figure 8). The precursor unit of Scientific Investiga-

tions was a consumer safety office with two professional 

staff; the existing unit has a staff of 30. 

The objective of the monitoring program is achieving 

compliance with regulations. Compliance is determined by 

audits of records to discover if data submitted can be 

supported by "raw" data (Food and Drug Administration 

1984: Part II, p. 1). Since only finalized regulations 

can be enforced, and clinical investigators the only 

group for whom regulations have been finalized, they are 

the target group for inspections (6). 
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MONITORING COMPLIANCE 

The Data Audit Program is a system of routine sur-

veillance inspections. As a result of Congressional in-

terest and internal surveys stimulated by the GAO's re-

view of ~ompliance, FDA administrators removed the re-

quirement that physicians conduct inspections allowing 

for more audits annually (Lisook 1983: 1). There are 

between 12,000 and 14,000 clinical investigators testing 

drugs at any one time, and about 3,000 to 4,000 new in-

vestigators begin studies each year (7). FDA field per-

sonnel receive their assignments from the Clinical Inves-

~!gations Branch of the Division of Scientific Investiga-

tions and carry out about 200 inspections a year (Lisook 

1983: 2). Between June 1977 and June 1984, FDA carried 

out 1,118 routine inspections. Priority is given to 

"pivotal" studies supporting a new drug application (NDA) 

pending approval (Lisook 1983: 2). 

Historically FDA made "unannounced visits" to regu-

lated establishments since "at reasonable times" was de-

fined as "hours of operation" (8). To avoid disrupting a 

doctor's practice, policy was changed for clinical inves-

tigators. Appointments are made, but weak excuses such 

as being "too busy" are not acceptable and repeated 
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delays may be construed as a refusal (9). At the time of 

the inspection, inspectors must present a Notice of ln-

spection which describes in general terms what records 

will be inspected. 

There are two parts to every inspection. The first 

is procedural and designed to discover how a study was 

conducted, how much authority was delegated, where the 

study was actually carried out, how data was recorded, 

and how drugs were accounted for (Lisook 1983: 4). The 

goal is to compare the actual testing with commitments 

made in the application for research and regulations 

(Food and Drug Administration 1984: Part III, p. 1). 

The other aspect of an inspection is examination of "raw" 

data expected to support the data submitted to FDA (Food 

and Drug Administration 1984: Part III, p. 1). Data are 

taken from doctor, hospital, nursing home, and laboratory 

records kept during the study as well as records anteda-

ting or postdating the testing where the research design 

warrants it (Lisook 1983: 4). When the audit is comple-

ted, the findings are discussed with the clinical inves-

tigator in an exit interview. If deviations from exis-

ting regulations are observed, the FDA inspector issues a 

form FDA 483 which lists the deviations for the inspected 

parties information (Food and Drug Administration 1984: 
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-Part III, p. 2). 

At the conclusion of an inspection, the field inves-

tigator submits an Establishment Inspection Report (EIR) 

to the Division of Scientific Investigations where it is 

evaluated. Reports fall into one of several categories. 

If no deviations are observed, the EIR is classified as 

NAI (No Action Indicated). The clinical investigator re-

ceives a letter noting compliance and thanking him for 

cooperating (Lisook 1983: 6). Reports of deviations 

which were, or were not, corrected at the time of the in-

spection are classified VAI 1 or 2 (Voluntary Action In-

dicated) denoting non-compliance which is minor and with-

out consequences for the "integrity" _()_! the study ( 10). 

Minor deviations include inadequate office records, 

laxity in reporting to the sponsor of clinical trials, or 

inadequate procedures for drug accountability (Food and 

Drug Admini~tration 1979 : Part V, p. 17). Information 

letters require no response from the clinical investiga-

tor (Lisook 1983: 6). The preponderance of reports and 

letters (about 72%) fall into this category (See Table 1i. 

"Objectionable conditions" which could lead to offi-

cial action if not corrected, are classified as VAI 3 

(Voluntary Action Indicated) and require a response from 

the researcher (Food and Drug Administration 1984: Part 
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V, p. 2). 'More serious are reports classified OAI 

(Office Action Indicated) where deviations are of the 

sort that "regulatory and/or administrative actions will 

be recommended" (Food and Drug Administration 1984: Part 

II, p. 2). Major infractions include "gross" lack of re-

cords (11), reporting use of significantly different 

quantities of drug than amounts allocated, lack of con-

sent forms, lack of IRB approval for the study, and fai-

lure to allow a FDA inspector access to records (Food and 

Drug Administration 1984: Part V, p. 17). The actions 

taken on 852 inspections carried out between June 1977 

and February 1983 are displayed in Table I below. 

TABLE I 

Actions Following Routine Inspections* 

Type of Response n % 

NAI Investigator Found 
in compliance 140 16.43 

VAI 1&2 Information Letter 613 71.95 

VAI 3 Letter Requiring 
a Response 49 5.75 

OAI Follow-Up Inspection 
For Cause so 5.87 

TOTAL 852 100.00 

-f~Source: A. Lisook 1983: 9 
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The distribut~on of deviations from regulations 

found duriig routine inspections are depicted in Table II. 

Problems with consent forms included instances where some 

information should have been included or excluded. In-

stances where consent was lacking are rare (Lisook 1983: 

8). Of more concern to evaluators, are reports of devia-

tions from protocols or inaccurate records because inade-

quacies in those areas raise questions of the validity 

of the research results (Lisook 1983: 8). Where the 

validity of results is in question, a "For Cause" inspec-

tion is a likely result. 

TABLE II 

Common Deficiencies in Studies Inspected* 

Type of Deficiency n % 

Inadequate Consent Form 525 49 
Inadequate Drug Accountability 350 32 
Protocol Non-Adherence 257 24 
Inadequacy of Records 210 19 
Record Non-Availability 43 4 
Failure to Keep IRB Informed 61 6 
Other Deficiencies 148 14 

*Source A. Lisook 1983: Addendum 
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"FOR CAUSE" INSPECTIONS 

"For Cause" inspections may be prompted for reasons 

other than suspicions of wrongdoing or reports of failure 

to comply. A researcher may be involved in a large vol-

ume of testing, he might be working outside his field of 

expertise, his results might be ''too good" when compared 

with other investigators, he might have more people repor-

ted with a disease than is reasonable to expect in that 

locale, reports of laboratory results may conflict with 

those reported by other investigators, or be at variance 

with known biological variation, a sponsor may have re-

ported difficulties, or the researcher may be involved in 

a n imp o r tan t , " p i v o ta 1 11 s t u d y ( Li so o k l 9 8 3 : 11 ) • --'-!.For 

Cause" inspections differ little from routine inspections 

qualitatively, but do differ quantitatively since they 

usually involve more than one study, more individual case 

reports, and are carried out in greater depth (Lisook 

1983: 12). Usually "For Cause" inspections include the 

involvement of scientists who have advanced training in 

the same field as the research under investigation (12). 

Between June 1977 and June 1984 there have been 277 

"For Cause" inspections conducted, about forty a year 

(Lisook 1983: Addendum). When it is discovered that a 
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clinical investigator has breached regulations "delibera-

tely," or "repeatedly," or has submitted false informa-

tion to the sponsor, sanctions may be imposed. Several 

sanctions are available for inspections classified VAI 3 

or OAI. The sponsor may be told that the study is unac-

ceptable in support of an application for research or 

marketing, the sponsor may be inspected, even the IND 

terminated (Food and Drug Administration 1984: Part V, 

p. 2). Recovery of drug stock could be initiated by the 

sponsor, or drugs seized, or a clinical investigator en-

joined from further testing (F6od and Drug Administration 

1984: Part V, p. 2). The process of disqualification is 

the most often used sanction for serious violations of 

regulations. Disqualification means a clinical investiga-

tor is denied the use of investigational drugs. Once a 

process completed within six weeks of the conclusion of 

an investigation, it now takes up to four years. 

The protracted period required for completion of the 

process is a result of formalization and elaboration of 

procedures as sensitivity to the rights of researchers 

increased (Lisook 1983: 15). Earlier in its history, 

the process was informal and did not involve legal coun-

sel. As it exists now (see Figure 9), the procedures 

include provisions for an informal conference with the 
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Director nf the Division of Scientific Investigations and 

the clinical investigator, with legal counsel present 

when desired. A written response is an alternative. If 

substantive questions remain after the conference, the 

Director recommends that the Associate Commissioner for 

Regulatory Affairs issue a Notice of Opportunity for a 

21 CFR Part 16 hearing which must take place before dis-

qualification can proceed. Because some researchers who 

have been disqualified were simultaneously subject to 

criminal prosecution, both the Part 16 hearing and the 

informal conference presented situations where the clini-

cal investigator participating in the proceedings might 

be obliged to make statements which would disadvantage 

his defense against criminal eharges (Lisook 1983: 16). 

The procedure developed to circumvent this problem 

is the "consent agreement" which ends the administrative 

process with the elimination of the informal conference 

and Part 16"hearing in return for the agreement of the 

clinical investigator to restrictions on his use of in-

vestigational drugs in some cases, or to be ineligible 

to receive them in others. Each consent agreement is uni-

quely tailored to the sp~cific violations found and since 

its inception has become the preferred administrative ac-

tion (Lisook 1983: 17). The distribution of clinical 
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investigatots who have been disqualified, have agreed to 

a consent agreement, or have been criminally prosecuted 

by FDA is shown in Figure 10. Since 1981, thirteen cli-

nical investigators have had their use of investigational 

drugs restricted (Food and Drug Administration 1985b: 1-

2). Sixty researchers have been disqualified; thirteen 

of the sixty were also criminally prosecuted (Food and 

Drug Administration 1985a: 1-4). 

Because of the long period of time between the ini-

tiation of an investigation and completion of administra-

tive actions, who may know an investigation is in pro-

gress, or an action pending, has become a problem (Lisook 

1983: 18). Notification is by "need to know" (13) 

After disqualification is imposed, all organizations 

which have sponsored research by the clinical investiga-

tor are notified. Before disqualification, FDA will in-

form the spo_nsor of any study under investigation ( Li soak 

1983: 18). In circumstances where FDA observes prac-

tices which materially affect the integrity of a study, 

or the rights or well being of the subject, persons "with 

a legitimate interest" (14) are notified (Lisook 1983: 

19). The policy has bee~ that the latter kind of notice 

can be made once a clinical investigator has been noti-

fied of the findings of an investigation in a letter of 
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invitation to an informal conference (Lisook 1983: 19-

20). For example, IRBs can be notified if there were 

problems of informed consent, or a Board of Registration 

if the lack of a license to practice medicine was an 

issue (15). 

FDA RESPONDS TO REPORTS OF ALLEGATIONS 

From the record it is unclear how FDA officials may 

have learned about the allegations of data falsification 

at Medical Center Hospital. The first official reference 

to the matter is in a memo between officials in the In-

vestigational Drug Branch (IDB) of NCI (16). The Bureau 

of Drugs (BOD) of FDA requested IDB to find out the facts. 

The Chief of IDB queried ECOG for details, and the Chair-

man responded with a summary of ECOG's actions. As the 

situation developed, ECOG informed IDB which forwarded 

the information along to the BOD of FDA. Early in March, 

the Division of Scientific Investigations received a copy 

of a letter from the Head of Regulatory Affairs at NCI to 

officials in the BOD of FDA describing the action taken 

after ECOG evaluated the hospital's review. At the end 

of March the Director of Scientific Investigations was 

asked to arrange a site visit to determine what were "the 
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inconsistencies in' the data." A clinical trial group 

dropping a university and investigator was a singular 

event and an action which attracted the attention of FDA 

officials (17). 

FDA's authority over NCI stems from its role as the 

sponsor of investigational drugs and ECOG as a monitor of 

clinical investigations, relationships which bind them to 

sponsor and monitor regulation which supersedes any inter-

agency memoranda of understanding (18). As a consequence, 

inspections were planned for not only the clinical inves-

tigator (the PI) and the hospital (as the holder of the 

records), but also ECOG and NCI as monitor and sponsor of 

the trials. 

During an informal pre-inspection visit to the Medi-

cal Center to learn the backgroud of the events, a staff 

investigator with Scientific Investigations met with the 

hospital's legal counsel, who declined to "officially 

disclose'' in~ormation relating to the hospital's investi-

gations or actions out of concern for the "legal implica-

tions" (19). The FDA staff person was denied any reports 

or names of persons making allegations, but was referred 

to the Board of Registra~ion where material is part of 

the public record. In response to the informal meeting, 

the hospital retained legal counsel in Washington, D. C. 



186 

who assured officials in FDA that hospital administrators 

were willing to cooperate in what they viewed as an 

''aggressive and frightening" investigation (20). A 

meeting between attorneys representing the hospital and 

FDA counsel and staff failed to allay misunderstanding 

and apprehension. The lack of cooperation continued to 

hinder the investigation until FDA counsel was able to 

persuade counsel for the hospital to honor the agency's 

authority to inspect (21). 

A FDA field inspector and a scientifically trained 

inspector from the Division of Scientific Investigations 

inspected the Operations Office of ECOG in June, and in-

terviewed the Chairman and several other professional 

staff. Although the -~nspection was not done in depth, it 

revealed a number of deficiencies in ECOG's performance 

as a monitor (22). At that time ECOG did not visit with 

clinical investigators before they began testing drugs, 

or during the course of drug trials unless there were 

statistical, or other evidence that there were problems 

(23). ECOG staff did not validate IRB approval of proto-

cols, or the consent of human subjects. The monitoring 

system was largely procedural and statistical and consis-, 

ted of checking the timely submission of one investiga-

tor's reported data with the results of others who were 
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participatirtg in the same protocol testing. The policy 

of ECOG administrators and staff was to assume that data 

submitted were valid. ECOG had no procedure to confirm 

that protocols were being followed, that adverse reac-

tions and toxicity were reported, or that actual clinical 

status and real progress were being reported. The Chair-

man revealed that an on-site monitoring system which 

would provide for site visits once each grant cycle 

(every three years) was planned and would be implemented. 

No form FD-483 was issued. 

The "For cause" investigation of the clinical trials 

carried out by the PI involved four direct inspections at 

the Medical Center Hospital. Those inspections involved 

perusal of patient's charts and other raw data in the 

form of laboratory, surgical, anethesia, and other re-

ports. Some of the oncology staff involved remaining at 

the hospital, resigned, or terminated were interviewed by 

FDA inspectors. Adjunct personnel important to the inves-

tigation such as the Head of Pharmacy were also inter-

viewed (24). Another inspection was carried out in the 

office of one of the attorneys representing the PI on 

three separate occasions curing which records of the PI's 

Tritiated Thymidine experiments were perused. The inspec-

tions took place over the course of eighteen months 



188 

between Jun~ 1979 and October 1980. 

In August 1980 a letter was sent to one attorney 

representing the Pl from the Director of Scientific In-

vestigations enumerating a set of charges growing out of 

the series of inspections and inviting him to participate 

in an informal conference to discuss the charges. The PI 

responded to those allegations through his attorney in 

October 1980. One charge was dropped and the ammended 

charges presented. Two days in September were set aside 

for an informal conference to discuss the findings that 

the PI had: 1) not maintained "adequate and accurate case 

histories," 2) had not followed "the plan of the investi-

gation," 3) had not secured the approval of the IRB, and 

4) did not have informed consent of some participants 

(25). The FDA found that violations of regulations 21 

CFR 312.1 warranted initiation of proceedings to render 

the PI ineligible to receive investigational drugs. 

That conference was postponed to allow the PI to re-

spond to both the FDA and NIH. In January 1982 FDA and 

NIH held a conference during which they agreed to combine 

charges and pursue administrative remedies in concert. 

The consolidated hearing which was to afford the PI a 

forum to respond to the combined charges (see summary 

Appendix B-2) was obviated by the PI's decision to agree 
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that the deficiencies existed and to be ineligible to re-

ceive investigational drugs and to be debarred from fi-

nancial assistance from NIH for research for a period of 

four years. The agreement was reached and signed in May 

1982 eliminating the need to continue either disqualifi-

cation, or debarment proceedings against the PI, or pro-

ceedings resulting from his research activities at the 

medical school and hospital where he joined the staff 

after leaving the Medical Center Hospital (26). A chro-

nology of the FDA investigation can be found in Appendix 

B-1). 

THE NATIONAL INSTITUTES OF HEALTH 

The National Institutes of Health (NIH) began exis-

tence in 1887 as a bacteriology laboratory, the Laboratory 

of Hygiene, in a single room in the Marine Hospital, pa-

rent organization of the Public Health Service, on Staten 

Island, New York (National Institutes of Health 1983a: 

1-3). Since the establishment of PHS 1889, development 

of NIH and PHS have been intimately associated. Passage 

of the Chamberlain-Kahn Act in 1918 enabling PHS to award 

grants for the study of v~nereal disease set the precedent 

for federal support of scientists (National Institutes of 
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. 
Health (1983a: 4 ) • In 1930 the National Institute was 

created by law, but was to remain small in scale until 

after the war. The Public Health Service Act of 1944 

authorized NIH to embark on a postwar program of research 

(National Institutes of Health 1983a: 5). 

NIH describes its mission as the discovery of new 

knowledge leading to improved health for all persons, a 

goal pursued through the work of NIH scientists in inter-

nal research programs, financial assistance to scientists 

working in universities and medical facilities in the 

U. S. and overseas, training programs for research scien-

tists, and by encouraging and financing biomedical com-

munication (National Institutes of Health 1983a: 1). 

NIH consists of eleven institutes (see Figure 11). 

The Office of the Director supplies leadership for the 

assemblage and provides liaison with the Assistant Secre-

tary of Health in areas of medical research, training of 

researchers and health professionals, and professional re-

sources and communication. The Director also acts as a 

bridge between the institutes and PHS and other constitu-

ents of HHS. NIH is a decentralized organization; direc-

tors of the institutes enjoy a high level of autonomy. 

Each institute has its own appropriation from Congress and 

budget. The Director of NIH effects policy through his 
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prestige and influence with holders of power rather than 

direct control. Like a tribal chief, ·his most important 

tools are persuasion and personal reputation for effec-

tiveness. 

Before 1981, NIH had neither policy nor procedures 

capable of addressing problems of alleged scientific 

fraud. Existing regulations and policies were aimed at 

processing violations of fiscal and financial policies. 

In a memorandum entitled "Rogues in Science'' the Director 

of NIH told the Secretary of HHS that fraudulent research 

practices present different problems than monetary infrac-

tions (U. S. House of Representatives 1981: 151). Sec-

tions of the PHS Grants Policy Statement related to 

changes in protocol or scope of research, reporting re-

quirements and withholding or termination of grant sup-

port in addition to regulations governing debarment were 

the. available tools for disposing of allegations of scien-

tific fraud fU. S. House of Representatives 1981: 188). 

In 1981 NIH began developing procedures for addressing 

itself specifically to allegations of scientific miscon-

duct. 

The development of procedures adequate for the prob-

lem was under the direction of the now Deputy Director 

for Extramural Research and Training who is ''keeper of 
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procedures"~ (27). That office carries out a coordinating 

function for policies and procedures surrounding grant 

awards supporting research and supplies direction for 

policies of the Division of Research Grants where grant 

applications are administered and processed (National In-

stitutes of Health 1983a: 29). Procedures were deve-

loped over the course of a year and a half using a case 

approach incorporating what was learned from processing 

cases as they came along (28). In developing the proce-

dures (see Figure 12), officials tried to strike a ba-

lance between the agency's responsibility to the public 

and the interests of scientists. Officials recognized 

that in science a researcher's name is everything. Offi-

cials were also reluctant to "tie" the hands of scien-

tists restricting their freedom (29). Yet Congressional 

interest and concern for public confidence in science 

created a demand for a means to address alleged scienti-

fic misconduct and to institute some form of quality con-

trol. 

Allegations directed to NIH are routed to the staff 

of the Deputy Director for Extramural Research and Trai-

ning. There is a steady level of activity, two to three 

reports are received each month. Once a report is re-

ceived, the staff begins assembling the facts. The 
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organization sponsoring the research is approached for 

more information. NIH also begins developing a factual 

basis for the allegation(s). Depending on the nature of 

the complaint, the institute funding the research, the 

Division of Management Survey and Review (DMSR), or the 

Office for Protection from Research Risk (OPRR) investi-

gate the allegations. Experts can be called on, or a 

site visit made by consultants. Once the fact-finding 

unit has reached some findings, the researcher is invited 

to comment on the draft findings. The report and recom-

mendations are reviewed by a committee of ten to twelve 

senior, experienced NIH officials of institutes not in-

volved, the Deputy Director of Extramural Research, and 

the staff who carried out the investigation. Together 

they scrutinize the findings and recommendations and 

either endorse or modify the effort, an important step 

because it sharpens the findings (30). The researcher 

can be invited to comment again if appropriate. The 

final findings and set of recommendations are addressed 

to the Director of NIH. In novel, or sensitive cases, 

the report and recommendations will be submitted at least 

to the level of the Assistant Secretary for Health for 

comment and suggestions (31). The Secretary of HHS has 

the same prerogatives (32). The Director of NIH can also 
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him. 
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In the five years following 1979, there had been 

about forty to fifty incidents of alleged improprieties 

reported. Cases are either resolved in six months or 

take a year and a half, or more, for disposition. There 

is a bimodal distribution between cases disposed of in 

half a year, and those which take longer (33). While an 

investigation is pending, or after sanctions are imposed, 

the researcher enters the Alert system. A grant award is 

a conditional gift. According to PHS policy, when accep-

ting a grant, a grantee also accepts the responsibility 

of obser~ing the policies, regulations, and laws governing 

the administration of the grant award. Beyond observing 

those rules, the grantee is also obliged to adhere to the 

program objectives for which the funds were intended 

(U. S. House of Representatives 1981: 191). Department 

of Health and· Human Services regulations provide for 

protecting public funds by excluding the award of funds 

"to irresponsible applicants" on the grounds that "limited 

public funds for assistance purposes will be used proper-

ly" (1980: 67262). In 1981 concern was expressed by some 

Congressmen that individuals who are under investigation 

for alleged violations of a serious nature sometimes 
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received additional grant funds. 

Alert serves as the vehicle for implementing sanc-

tions and informing appropriate persons that an indivi-

dual under investigation, or sanctioned, is coming up 

for funding (see Figure 12). To avoid the onus of a 

"blacklist" confidentiality is given priority, only offi-

cials in DMSR have direct access to information. Only 

officials with a "need to know" such as Directors of 

institutes, division, or persons they designate, who must 

decide the appropriateness of denying, restricting, de-

laying, or making an award. National Advisory Councils 

or Boards which are making a decision to award funds to 

an individual, or institution, may be informed; disclosure 

is made during a closed session (National Institutes of 

Health 1983c: 53852). Members of peer review groups de-

ciding the technical and scientific merit of proposed re-

search are only informed when it is required to ensure an 

objective evaluation because the investigation of an in-

dividual has been revealed in the press or by some other 

channel (Ibid. 53852). 

The Alert system is managed by DMSR which maintains 

an automated data base of all pending and ongoing inves-

tigations, any current research awards to those under 

investigation, and tne entity carrying out the 
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investigation. Restrictions on research, special repor-

ting requirements, and summaries of sanctions imposed for 

alleged misconduct are part of the data base (Ibid. 

53851). Individuals enter the Alert system only after 

a formal investigation for fraud and abuse is in progress, 

not on receipt of allegations, or initial fact-finding 

to establish the need for an investigation (U. S. House 

of Representatives 1981: 274). DMSR is informed when 

a unit begins an investigation. DMSR requests the Divi-

sion of Research Grants (DRG), which assigns grant appli-

cations to institutes and divisions for initial peer 

review, to identify all pending grants from the individual 

and to coordinate the identification of all contract 

proposals. 

NIH has a number of sanctions available to officials 

making decisions about serious allegations of misconduct. 

Restrictions placed on future research are unique to the 

misconduct and vary in each case. In some cases indivi-

duals must gain special approval from OPRR before any re-

search can be funded. In some cases no proposal can be 

funded until the university, or organization sponsoring 

the research, assures that procedures to ensure implemen-

tation of conditions or restrictions are in place. A 

site visit may be made to ensure sanctions are being 
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enforced at.the local level (34). Some individuals have 

been restricted from service on peer review groups or 

national councils or boards. Grant funds can be suspen-

ded. Funds can be terminated under the regulations 

governing debarment, 45 CFR Part 76. Debarment means 

"the exclusion from eligibility for financial assistance 

awarded or administered for a reasonable, specified 

period of time, commensurate with the seriousness of the 

cause resulting in debarment" (Department of Health and 

Human Services 1980: 67266). Debarment procedures in-

c~ude a hearing. The Hearing Officer makes a written 

determination which is transmitted to the Secretary of 

HHS. Unless reviewed and amended within 60 days, the 

Hearing Officer's decision is final (Ibid. 67267). De-

bared individuals or organizations are ineligible to 

apply for grants or contracts. 

Between 1980, when the regulations for debarment were 

finalized, and the end of 1984, only two individuals have 

been debarred. Following the investigations of the OPRR 

and DMSR, review by experts and senior NIH officials, de-

barment of the PI was recommended. The PI agreed to be 

debarred in May 1982. He was the first researcher to be 

debarred under the regulations. As part of the procedure, 

a summary of the findings of the NIH investigation (see 
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Appendix B-2), and the notice of his debarment were pub-

lished in the Federal Register in June 1982 (35). 

NATIONAL CANCER INSTITUTE 

The National Cancer Institute (NCI) is mandated to 

coordinate the National Cancer Program. In that role it 

carries out a myriad of activities related to the dis-

covery of the cause, treatment, and prevention of cancer 

including the education and training of professionals, 

and research (National Institutes of Health 1983a: 30). 

NCI was formally established by law in 1937 with an ap-

propriation limit of $100,000 which was removed in 1944 

when NCI became a division of NIH. The scale of NCI's 

budget changed dramatically following passage of the 

National Cancer Act (1971) and the declaration of a 

national "War on Cancer." In 1972 NCI was elevated to 

bureau status and has had the largest annual appropria-

tion of any ingtitute since the "War on Cancer" began, 

having doubled from $485,505,000 in 1973 to $936,737,000 

in 1979 and has remained at nearly a billion dollars a 

year (National Institutes of Health 1983b: 9). 

NCI functions primarily as a scientific entity car-

rying out research intramurally and funding research 
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extramurally. In 1982 NCI awarded 3,438 grants for 

$504,892,000 and 516 contracts for $168,664,000 to sup-

port research (National Institutes of Health 1983b: 26). 

As a funding organization, NCI has regulatory responsi-

bilities. Because drug companies have not found it pro-

fitable to develop chemotherapeutic drugs, one of the 

agency's important activities is a contract program for 

developing investigational drugs. Combined with chemical 

procurement, NCI expends approximately 800,000 injectible 

units and thousands of oral tablets for drug testing in-

cluding clinical trials (U.S. Senate 1982 : 245). As 

a supplier of investigational drugs, NCI has regulatory 

responsibilities, as a developer of drugs, NCI is regula-

ted by the Bureau of Drugs, of the FDA. 

NCI's relationship with non-federally employed 

scientists exists at every level of the organization. 

The Director of NCI is assisted by a three person Presi-

dent's Cancer Panel established by the National Cancer 

Act of 1971 and created to oversee all aspects of the 

National Cancer Program. The Cancer Panel is empowered 

to communicate directly with Presidential staff and to 

consult persons, or groups, outside of NCI and NIH when 

evaluating the cancer program or recommending changes in 

policy (U. S. Senate 1982 : 17). The Panel enjoys no 
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direct authdrity over NCI or the expenditure of its funds. 

Early in its history the panel's advisory role focused on 

the challenges of an expanding program, but became more 

oriented toward identifying the role of NCI in the "War 

on Cancer" as the Cancer Program matured (U. S. Senate 

1982: 18). 

Created by the same law as the President's Cancer 

Panel, the National Cancer Advisory Board has twenty-nine 

members and is composed of lay persons, oncologists, can-

cer researchers, and representatives from six federal 

agencies (U. S. Senate 1982: 10). The Advisory Board 

reviews with recommendations both the annual and proposed 

five year budgets of NCI and advises the Director on poli-

cies related to the National Cancer Program. Members of 

the Advisory Board review summaries of all the grant app-

lications recommended for funding by peer review panels 

and makes the final decision on which are to be recommen-

ded to the Director for awards (U. S. Senate 1982: 22). 

The Advisory Board does not judge the sci~ntific merit of 

proposed research, rather members judge if the research 

fits the priorities related to NCI's mission. 

Members of peer review study groups and site visiting 

teams form a much larger group. Peers have the responsi-

bility for evaluating the scientific merit of research. 



Scientists are drawn from the same field of research as 

the applicant. Reviewers are required to disqualify 

themselves from review of proposals from persons with 

whom they are associated, or organizations with which 

they have an affiliation. 
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NCI has a large network of relations with scientists 

through two other areas of activity. Since 1973, NCI has 

established twenty comprehensive Cancer Centers which 

provide a setting for multidisciplinary approaches to the 

solution of problems presented by the disease through the 

iriteraction of "research, teaching, and patient care'' 

(U. S. Senate 1981a: 64). The program was created to 

use the centers as nuclei from which research results 

could reach a large number of people through local infor-

mation services and other NCI sponsored programs. 

Another large network of investigators is associated 

with NCI through the Cancer Cooperative Clinical Trials 
. 

Program. Created in 1975, the program is administered 

through the Division of Cancer Treatment and funded by 

grants awarded to each group. Testing by the groups per-

mits the evaluation of the effectiveness of drugs and com-

binations of drugs using the same protocol in a larger 

population. Testing the same protocol using numbers of 

clinical investigators scattered geographically, greatly 
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increases the pool of patients sharing the same clinical 

state. The large numbers of participants in diug trials 

enables NCI to carry out a national program for testing 

cancer treatments (National Institutes of Health 1983a: 

31-32); see Figure 13 for an illustration of these rela-

tionships. 

The Cancer Clinical Investigations Review Committee 

(NCI) reviews for scientific merit each group's proposal 

(36). The group in turn awards funds to individual cli-

nical investigators located at member hospitals. The 

direct connection between the group and the hospital is 

through the clinical investigator who acts as a Principal 

Investigator and administers the grant in the same way as 

a project grant while adding patients to studies, collec-

ting data, and submitting data and reports to the group. 

NCI RESPONDS 

Informal notice reached NCI in mid-June when the PI 

called both the Associate Branch Chief of NCI's Clinical 

Investigations Branch and the Chief of Diagnosis and 

Treatment Branch to discuss the allegations and seek ad-

vice (U. S. Senate 1982: 112-113). Both officials sug-

gested he call the Chairman of ECOG. He did so on the 
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same day. More formal notice came when the Dean of the 

Medical School and the Administrator of the hospital 

visited with the Deputy Director of NCI and the official 

responsible for the PI's project grant to brief them on 

the hospital's investigation and findings and to discuss 

continuation of funding for the PI's project grants under 

new principal investigators as well as other proposed re-

search projects that hospital officials feared were im-

periled (37). 

Formal notice came in the form of a copy of ECOG's 

letter of action to the hospital. In response the Chief 

of the Investigational Drug Branch (IDB) requested the 

Head of the D~~g Regulatory Affairs section of IDB to 

change the PI's registration status to reflect his removal 

as a member of ECOG, to close all protocols for which he 

was principal investigator, and to instruct his staff to 

refer any requests for drugs made by the PI to him for 

evaluation. NCI tried to terminate the remaining funds 

to the hospital, but the terms of the award did not sti-

pulate membership in ECOG as a condition for funding; fun-

ding was stopped at the end of the budget period (U. S. 

Senate 1982: 113). 

In testimony before a Senate Committee, the new 

Director of NCI told members of the committee that his 
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predecessor.had not initiated an investigation in 1978 

because the Pl had lost his position and support at the 

Medical Center which was "considered severe punishment by 

our staff at the time" (U. S. Senate 1982: 36). Al-

though he was given the benefit of the doubt, had heap-

plied for funds to conduct clinical research, officials 

would have initiated an investigation; the Pl had reques-

ted and was denied investigational drugs (U. S. Senate 

1981b: 67). A five part news story in a prominent metro-

politan daily published in July 1980 combined with the 

fact that the Pl had entered the system again as a secon-

dary investigator on a clinical trial grant and had recei-

ved $4,000 in grant funds, prompted the Director of NCI to 

request the Division of Management Survey and Review 

(DMSR) of NIH to begin an investigation in July 1980 

(U. S. Senate 1982: 73). 

The publicity in the press and coverage by the scien-

tific media eventually brought the case to the attention 

of Congressional aides. Before 1981 came to a close, NCI 

policies in handling cases of misconduct, accounting for 

drugs, protecting research subjects, reporting adverse 

drug reactions, and contracting and procurement procedures 

were prominent topics in hearings before the House and 

Senate. The Director of NCI was not orily called on to 
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account for .the policies of the agency, but also to de-

fend how cancer research is carried out and NCI's pro-

gress in the War on Cancer to a critical, sometimes hos-

tile, Congress and press. 

NCI MONITORING PROGRAMS 

In addition to memoranda of understanding, in 1976 

NCI created the Drug Master File outlining policy and 

procedures pertaining to investigational drugs. In 1979 

NCI began on-site monitoring of Phase I and II studies 

using a commercial firm (38). Cooperative groups still 

lacked on-site monitoring, but that situation had begun 

to change in 1978 when the chairman of the ECOG team 

evaluating the Medical Center Hospital's review of re-

cords included in his recommendations that ECOG devise a 

system of data monitoring. ECOG implemented its plan of 

on-site monitoring described earlier (p. 96) in November 

1979). The audit policy as described in ECOG's guide-

lines consists of a visit by a team of two doctors and 

one data manager for one day. The team reviews twenty 

charts selected at random by the Statistical Center. The 

chairman of the team writes a summary of the results of 

the audit and submits it to the Chairman of ECOG along 
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with individual reports. The principal investigator is 

furnished copies of reports (ECOG 1981: I-2). 

In June 1981 NCI required on-site monitoring of all 

cooperative groups. That system has been under the di-

rection of the Quality Assurance and Compliance Section 

created as part of the Cancer Therapy Evaluation Program 

in September 1982. With a small staff composed of a di-

rector, one professional, and one secretary, the section 

oversees two kinds of monitoring. One consists of rou-

tine quality control based on derived data which is chec-

ked for completeness, timeliness, and assessed periodi-

cally for the effectiveness of protocols. The other kind 

is quality assurance and relies on primary, "raw" data 

audited at the site of drug trials. Data must be suppor-

ted by patient records and charts and is assessed for 

accuracy and conformance to group standards (39). 

The Quality Assurance and Compliance Section super-

vises two kinds of site visit. One involves Cooperative 

Clinical Trial Groups. Each group has a site visit pro-

gram, uses their own procedures, and organizes their own 

audit committees. Audit committees are members of the 

group because peers are the most familiar with the proto-

cols reviewed and the studies in general increasing the 

efficiency of the audit (40). The various programs have 
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procedural •commonalities and audits must conform to cer-

tain standards of performance. Member organizations are 

audited at least once each three year cycle, but can be 

visited each year. Visits are announced about six to 

eight weeks in advance of the audit, but the cases to be 

audited no more than four to five weeks. On the day of 

the audit, a team consisting of two doctors and a data 

manager review twelve to fifteen charts checking five, or 

six, protocols sampling ten to fifteen percent of the pa-

tients entered (41). Audit teams check for critical ele-

ments in the testing such as the accuracy of the data 

submitted, compliance with protocols, !RB approval of 

protocols, documented informed consent, toxicity reports 

and methods of drug accountability (42). Reports are 

sent to the group's chairman and to the Quality Control 

and Compliance Section. 

Another type of quality assurance is larger in scale 

and applies to the forty-eight Cancer Centers. Cancer 

Centers have project grants, "in house" protocols, and 

individual projects involving investigational drugs. 

Site visits, which are complicated, are organized and co-

ordinated by the staff of the Quality Assurance and Com-

pliance Section. Each Center is expected to nominate 

physicians to serve in the pool of 200 who provide the 
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peer component of ~he team. Each team uses two to four 

doctors from this pool depending on the size of the team 

needed to accomplish the audit. The team will draw on 

seven to ten professionals from NCI, FDA, and OPRR. The 

size of the group determined by the volume of protocols 

and patients' records to be examined (43). 

With the exception of scale, site visits to large 

organizations are the same as the audits carried out by 

cooperative groups. Clinical investigators receive six 

to eight weeks notice of the visit, the notice of proto-

cols to be reviewed follow, and three to four weeks 

notice are given for the eighty charts to be made ready 

(only 60 are actually reviewed). Team members examine 

the same array of documentation: patient-£harts, CAT 

scans, X-rays, surgical and laboratory reports, and 

other documents. Each visit is concluded with an exit 

interview during which any problems are discussed with 

the clinical investigators. There is a follow-up of the 

site visit. 

When problems surface during an audit of a member of 

a cooperative group that are serious, the Executive Com-

mittee develops a response. NCI staff will discuss the 

situation with them and either concur, or suggest dif-

ferent approaches (44). NCI has a variety of sanctions 
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available to impose when problems exist. Depending on 

the situation, clinical investigators and their organiza-

tion can receive a warning, be put on probation, suspen-

ded from clinical trials, have funding suspended, or be 

terminated from participation in clinical trials. 

Monitoring and quality assurance are costly efforts. 

Site visits involve substantial professional time of 

peers, NIH, and NCI staff. The Quality Assurance and 

Compliance staff have the assistance of volunteers on 

audit teams of cooperative groups, but even with the 

donation of professional time, each site visit costs 

$1,500 (45). Site visits to large centers are even more 

costly because they involve travel costs for more persons, 

and include per diem and a $100 honorarium for the physi-

cians serving on the team. NCI has audited sixteen cen-

ters since October 1983 (46). 

Quality assurance is gaining reluctant acceptance. 

One large center wit~ an active research effort and mem-

bership in a number of groups complained that they were 

visited eighteen times in one year. Quality Assurance 

and Compliance staff have adopted a policy of persuasion 

and tactful intervention to encourage compliance. Groups 

are encouraged to correct their own problems. The staff 

stress the educational value of the audits. Staff do not 
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know how se,nsitive the system is, and will not know until 

there are at least two completed grant cycles. One NIH 

official said the system is believed to be working at a 

certain level because problems are surfacing (47). 

THE DIVISION OF MANAGEMENT SURVEY AND REVIEW 

The Division of Management Survey and Review (DMSR) 

came into being in 1963 as the Management Audit Branch 

(MAB) because NIH had no personnel responsible for inter-

nal review of fiscal matters. MAB was created to perform 

a comprehensive audit function of NIH activities. In 

time the character of the tasks it performed changed so 

that it served less as an internal audit group than as a 

"trouble-shooting" group (48). When .the Department of 

Health, Education, and Welfare (DHEW) organized its audit 

functions, the MAB became the Management Survey and Re-

view Branch reflecting the change in the nature of its 

work. Eventually it became the Division of Management 

Survey and Review. One of the units reporting to the 

Associate Director for Administration, DMSR is part of 

the administrative staff serving the Office of the Direc-

tor of NIH (National Institutes .of Health 1983a: 29). 

DMSR carries out a variety of activities including 
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serving as a liaison between NIH and other organizations 

like the HHS Office of Inspector General (OIG), and ~he 

U. S. General Accounting Office (GAO). The OIG refers 

all reports of improprieties involving NIH to DMSR. DMSR 

also manages the Alert system which reports information 

about investigations of misconduct to NIH granting and 

contracting units (p. 196). Alert is planned to be ex-

tended to all PHS agencies and will continue to be mana-

ged by DMSR when its operation is extended (49). 

Over time DMSR's responsibilities have expanded to 

include extramural matters. In recent years nearly half 

of DMSR's activity has involved allegations of improprie-

ties on the part of grantees and contractors (50). DMSR 

does about 50 to 75 investigations a year. In the past 

nearly 99% involved fiscal violations, but recently that 

area has reduced to about 40 to 50 percent of DMSR's ac-

tivity (51). Recently there has been an explosion of 

cases of scientific fraud (52). Scientific misconduct 

and the falsification of data have come to take nearly 

40 percent of the staff's effort. Conflict of interest 

and other improprieties occupy the rest of the staff's 

time (53). DMSR's staff consists of fourteen people, 

nine of those working professionals. 

Investigations are initiated in a variety of ways. 
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Allegationi can be routed from an institute which recei-

ves a call, or letter, even anonymous communications. 

GAO and OIG have Hotlines. When the investigation be-

gins, the staff use what resources they need including 

scientific experts when appropriate. When an investiga-

tion is completed, DMSR reports its findings and recom-

mendations to the office requesting the review, such as 

the contracting officer or Program Director, the Director 

of the Institute is always informed. Investigations re-

quire from two weeks to two years to complete depending 

on the complexity. If the investigation involves a 

grant, a copy is sent to the Deputy of Extramural Re-

search. The OIG of HHS is routinely notified. During 

the course of an investigation, any information indica-

ting fraud or other prosecutable offenses are reported 

to the OIG for possible action. 

DMSR only reports its findings and makes recommenda-

tions; it does not take action itself. Either the Direc-

tor of the Institute, the Associate Director of Extramu-

ral Research and Training, or the Director of NIH take 

action. When improprieties result in a recommendation 

for the return of funds (fiscal exceptions), the director 

of the institute must act because the funds belong to the 

institute not NIH. Fiscal matters are governed. by the 
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Public Health Sevice Grants Policy Statement (U. S. House 

of Representatives 1981: 189). When fiscal exceptions 

are made, money can be returned to the institute, or off-

set by a letter of credit (54). There is an appeal pr-o-

cess, but interest is charged during the course of the 

appeal. Fiscal exceptions are subject to negotiation. 

When scientific misconduct is involved, the Associate 

Director of Extramural Research and Training assumes re-

sponsibility for disposition of the case (Pp. 193-195). 

The Acting Director of NCI requested DMSR to conduct 

an investigation of data falsification at Medical Center 

Hospital in July 1980. In August 1980 OPRR asked DMSR 

to assist them in their investigation of possible viola-

tions of human rights of human subjects. During the 

course of the investigation, DMSR conducted many inter-

views with individuals and reviewed thousands of docu-

ments. Scientific expertise was provided by physicians 

in the Department of Medicine at Walter Reed Hospital 

and technical staff at NCI. The investigation took about 

eighteen months. In January 1982 staff at NIH and FDA 

met to discuss procedures to share information and com-

bine charges. 

During the course of its investigation of the alle-

gations of falsification of data, investigators for DMSR 
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discovered irregularities in the accounting for funds. 
, 

The ECOG grant was awarded just weeks before the hospital 

was no longer putting patients on-study. With less than 

three weeks activity, and only a month of salaries, ad-

ministrators expended all of a year's funding of more 

than $120,000. DMSR recommended a fiscal exception and 

NCI requested a return of funds (55). 

OFFICE FOR PROTECTION FROM RESEARCH RISK 

A unit within the Office of the Director of NIH, the 

Office for Protection from Research Risk (OPRR) has the 

responsibility for overseeing compliance with HHS regula-

tions to protect human subj~cts of research. The enab-

ling legislation and authority to promulgate and enforce 

compliance with those regulations (45 CFR 46) is the 

National Research Act of 1974. OPRR implements the 

regulations through several programs and activities. 

OPRR negotiates General Assurances with universities, 

hospitals, and other organizations sponsoring research 

using human beings. A General Assurance is a statement 

of the composition and procedures of an Internal 

Review Board (IRB) which are intended to enable an 

organization to comply with HHS regulations. Eligibility 
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of organizations to receive funds from HHS in the form of 

grants or contracts for research involving human parti-

cipants is conditioned on negotiating such an agreement. 

OPRR has about· 450 Assurances with organizations (56). 

Unlike FDA, OPRR has no routine system of inspec-

tions. OPRR assesses the adequacy of IRB performance 

through peer review Study Sections which evaluate the 

scientific merit of research proposed in grant applica-

tions. In summaries of their evaluations, reviewers must 

include any reservations they hold concerning the protec-

tion of research participants (The President's Commis-

sion 1981b: 37). Those concerns are also brought to 

the notice of the National Advisory Board (or Council) 

at the time of a funding decision. OPRR also reviews 

the summaries to ensure that questionable procedures 

have been identified. When problems emerge, OPRR coor-

dinates the resolution. No research funded by HHS can 

begin before identified problems are eliminated. 

OPRR also monitors compliance through the disposi-

tion of complaints received through a variety of chan-

nels. Reports come from other components of HHS, OPRR 

is routinely copied on all reports of FDA inspections of 

IRBs (57). There is an informal "early warning" system 

of institute officials. Self-reporting by universities 
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and hospitals is becoming more frequent as administrators 

become more aware of the role of OPRR (58). Sometimes 

OPRR staff learn about misconduct through the press. 

In recent years the volume of complaints has increa~ 

sed sufficiently to require one staff person for proces-

sing complaints. Of the approximately two dozen received 

annually, about ten percent have no evidence to substan-

tiate the claim. The vast majority, about a dozen annual-

ly, involve procedural questions that can be resolved 

within the office (59). About a dozen are discovered and 

reported by FDA, another ten or twelve are reported by 

NCI and other institutes, about another half dozen prob-

lems are the result of self-reporting by organizations 

(60). 

Sometimes an IRB seeks advice on a problem and OPRR 

monitors the situation until it is resolved. When an or-

ganization self-reports, OPRR might ask them to initiate 

an inquiry, or report. their findings if one is in pro-

gress or completed (61). On the basis of the information 

developed, staff determine if some interim action is 

necessary. For example, staff might decide that no more 

subjects should participate, or that grant funds should 

be suspended. Unless there is some urgency, no measures 

are taken. 
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Eithe~ OPRR accepts an organization's findings, or 

initiates its own investigation if problems are more than 

procedural. DMSR can be used as an agent to conduct 

interviews, review records, and gather documents (62). 

When scientific issues require it, a site visit team of 

clinicians and researchers, both internal and external 

personnel, is assembled to fact-find under the direction 

of OPRR staff. After the facts are developed, OPRR staff 

review them and develop a report. Depending on the 

nature of the findings, OPRR may follow through with 

their own recommendations, or the report is transmitted 

to the unit which awarded the funds for disposition. 

There are about three, sometimes four, cases a year 

where allegations are substantive enough to require an 

extensive investigation. If allegations involve serious 

misconduct, the investigation can take six months, or 

longer, to investigate (63). About one case a year is 

serious enough to invdke an adverse finding of ''material 

failure" (64). When adverse findings involve serious 

misconduct, the report is routed to the Deputy Director 

of Extramural Research and Training and follows the pro-

cess described above (Pp. 193-195). 

Recently the focus of OPRR activity has shifted to 

an educational function mandated in the National Research 
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Act of 1974~ Both the President's Commission and its 

predecessor the National Commission advocated an educa-

tional function for OPRR (The President's Commission 

1983: 135-137). OPRR began planning an educational 

function in 1980. In 1982 OPRR carried out a series of 

regional workshops which continue in the present (65). 

The regional workshops are distributed so that most 

major cities have been visited. Between 1982 and 1984, 

the staff conducted about twelve workshops a year (66). 

The staff also conducts workshops for professional socie-

ties like the American Psychological Association. 

One of the aims of the educational function is to 

stimulate organizations to develop their own mechanisms 

to deal with problems. Organizations appear eager to 

assume that responsibility and maintain control of their 

own situation (67). Compliance activity is a vital part 

of OPRR's work that sometimes threatens to usurp and pre-
. 

empt other efforts like the educational function (68). 

OPRR has had an increase in personnel and budget, but the 

need to investigate and conduct site visits ''For cause" 

consumes more and more time (69). As one official ex-

pressed it, the staff try to increase sensitivity to ac-

countability, to emphasize the image of partnership, and 

the shared responsibility between the federal g~vernment 
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and academfc organizations (70). 

OPRR RESPONDS 

OPRR initiated its investigation with a letter to 

the Director of the Medical Center, signer of the Medical 

Center's General Assurance with HHS, requesting him to 

investigate and report on possible non-compliance with 

regulations for protecting human subjects of research. 

The General Assurance like others negotiated with OPRR 

placed responsibility for compliance on the organization. 

Because the Medical Center was responsible, they were 

asked: 1) for an accurate accounting of the facts, 2) 

what information had been reported to the IRB, when, and 

what actions the IRB took, 3) what actions had the or-

ganization taken to inform HHS, 4) what research pro-

jects other than ~COG protocols were under the direction 

of the PI, had there been any problems reported, and 5) 

what actions had been taken by the Medical Center, medi-

cal school, and hospital officials. 

The questions posed in the letter focused on issues 

which were pivotal to the polarization of the Medical 

Center's IRB in the months following the disclosure of 

data falsification on the oncology unit. Lay members of 
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the IRB first learned of what was rapidly becoming a 

scandal after the mid-June meeting of the IRB. No men-

tion was made of the trouble on the unit during the mee-

ting, but several members discussed it afterwards (71). 

Following the meeting, one lay member wrote the Chairman, 

a physician, asking for information (72). 

At the August meeting three members brought the si-

tuation up for discussion. The Chairman told members 

research participants did not appear to be involved. 

Some members were uncertain, requested examination of 

consent forms, and liaison with the investigating unit. 

The Chairman communicated the concern of some members 

that they had no other information than rumor in a memo 

addressed to the Medical Staff Executive Committee: "a 

climate of open and informed discourse is essential" 

(73). The Medical Center director and a hospital offi-

cial visited the IRB later that month, a visit which al-

layed some apprehensions, but raised others because the 

hospital's review was ignoring some aspects of the pro-

tection of human subjects by a more narrow focus on data 

falsification (The President's Commission 1981a: 294). 

At its October meeting board members developed a list of 

requests for specific information and IRB documents in-

volved in the investigation (The President's ·Commission 
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1981a: 295-296). A subcommittee to monitor the situation 

was formed. In December some members of the IRB disco-

vered that inquiries developed in October had not been 

forwarded to administrators. The list was forwarded. 

but only after angry scenes (The President's Commission 

1981a: 296). 

Members of the IRB were in conflict over the role of 

the board. Some wanted to focus the time and energy of 

the board on developing a monitoring system, others 

pressed for a role in the investigation. Tensions mush-

roomed as factions coalesced around the chairman and a 

core of doctors and another around non-medical faculty 

and lay members. Non-board members were excluded from 

meetings. In January ·administrators announced that the 

IRB was to be under the jurisdiction of the Medical Staff 

Executive Committee rather than the Medical Center. Ad-

ministrators announced that all monitoring would be 

carried out by th~ Quality Assurance unit not the IRB. 

The hospital's investigations hinged on data falsi-

fication and patient care. Administrators held the view 

that fact-finding was the province of administrators not 

the IRB. Federal regulations do not require IRBs do 

their own investigating; how facts are developed is a 

matter for the discretion of decision-makers. Some IRB 
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members later conceded that the IRB had neither the re-

sources nor the persons with skills to cope with the com-

plexity of the allegations (The President's Commission 

1981a: 301). Additionally, IRBs lack legitimacy; they 

are "almost universally seen as a kind of excresence on 

the ordinary legitimate structure of the medical insti-

tution" (The President's Commission 1981a: 315). As 

one IRB member expressed it, IRBs lack ''clout;" inves-

tigations call for persons with the power to force 

cooperation (74). 

Federal regulations do require reporting to HHS and 

the IRB (76). In the General Assurance, the Director of 

the Medical Center agreed that "unexpected events occur-

ring in patients involved in research project~'' would be 

reported to the board (76). Investigations focused on 

the protection of research participants resulted in a 

different gravamen (see Appendix B-2). Had the IRB been 

informed and kept abreast of the facts, the investiga-

tions may have had a different focus and tenor. 

Members of the board were confused about the role 

and obligations of the IRB. When members learned of the 

allegations through rumor and gossip, the blurring of re-

sponsibility became apparent. The situation was exacer-

bated by distancing the IRB from what some beiieved to 
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be a responsibility by defining the IRB's role belatedly 

as a reviewer of protocols when continuing review is 

mandated by regulation (The President's Commission 1981a: 

304. 307). Confusion became discomfort. even distrust. 

with closure of information. The relationship between 

the Medical Center. medical school. and hospital made 

delineation of lines of authority difficult which ''ad-

versely affected the IRB's ability to respond to the 

oncology situation" (The President's Commission 1981a: 

297). By removing the IRB from the control of the Medi-

cal Center. a powerless entity with no corporate accoun-

tability. to the jurisdiction of the hospital. the IRB 

was moved closer to the seat of power and under the con-

trol of an entity capable of enforcing compliance (77). 

The arbitrariness of the act. however. worsened an al-

ready conflicted situation. 

In the end. the situation righted itself. Three 

members of the IRB joined the Medical Staff Executive 

Committee's Ad Hoc group to develop a monitoring policy 

based on a modified version of an elaborate system crea-

ted by the Head of the Quality Assurance unit which re-

ports in detail in an annual written report to the IRB. 

The system's main asset is that it uses an existing unit 

to monitor research keeping costs down, but .it is not 
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capable of uncovering fraud, or the failure to gain IRB 

approval for a project. The system goes into operation 

only after research has been reviewed (The President's 

Commission 1981a: 299). After much anguish and "mud-

dling through," the procedures have been strengthened 

and lines of responsibility clarified sufficiently that 

the problems are believed to be resolved (78). 

POLICY, IMPLEMENTATION, AND REGULATION 

Eulau and Prewitt define policy as "standing deci-

sions" which prompt "consistent and repetitious confor-

ming behavior" (1973: 478). In the federal bureaucracy 

policy results from complex- interaction of Congress, a 

federal agency, and its constituency, client or regula-

ted group (see Chapter III). That relationship is 

styled the "iron triangle" by some scholars who argue 

regulatory agencies serve the interests of the regulated 

not the public (Weaver 1978: 46). Some theorists sug-

gest regulation benefits the regulated by reducing un-

certainties and competition (Stigler 1971: 3-12). 

Others argue agencies are not "captured'' by the regula-

ted so much as by the regulatory process, they are 

"r e g u 1 a t ion - mi n d e d " ( J a ff e e 1 9 5 4 ) • Ye t the e.m p i r i ca 1 



228 

evidence fails to support either point of view, industry 

sometimes benefits, and other times the public from re-

gulation (McCoffrey 1982; Weaver 1978). 

Weaver claims the variable success of the "iron 

triangle" stems from the fact that it is a "political 

coalition" no different from others (1978: SO). Randal 

Ripley and Grace Franklin call that coalition a "sub-

governrnent" which is composed of Congressmen from commit-

tees and subcommittees with authority over the policy 

area, Congressional staff, heads of bureaus, and a small 

segment of the public with an interest in the area 

(1982: 6-7). Ordinarily, the subgovernment functions 

out of the public eye, but agressive scrutiny of the ef-

fectiveness of policy, or introductf~n of new issues can 

perturb routine, and catapult the business of subgovern-

ment into the public arena (Ripley and Franklin 1982: 

6-7). Changes in power relationships of the subgovern-

ment can similarly disturb the functioning of the group. 

Richard Elmore (1978) suggests four models can be 

used to analyze implementation of policy. The systems 

management model assumes that organi~ations operate in a 

rational, "value-maximizing," and goal-oriented way 

within a hierarchical structure (Elmore 1978: 193). 

Using this model, the major effort of decision-makers at 
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the upper reaches of the pyramid is programming behavior 

of subordinates to react to situations in standardized 

ways. 

The bureaucratic process model assigns paramount 

importance to discretion and routine for the operating 

behavior of organizations (Elmore 1978: 199). Bureau-

crats are assumed to create and maintain routines to 

improve their position in the organization. Superiors 

control the behavior of subordinates through budgets, 

reporting requirements, and evaluation (Elmore 1978: 

201). The model assumes the primary attribute of or-

ganizations is resistance to change and that routines 

insulate against uncertainty and change. 

The "organizational development" model assumes 

organizations are structured to foster control and com-

mitment of members resulting in effective units (Elmore 

1978: 209). The quality of relationships determines 

the quality of decisions. Implementation results from 

concensus-building and accomodation between policy-

makers and implementors. 

The "conf 1 ic t-bar gaining" mod el of. implementation 

assumes it flows from the negotiations and bargains 

reached by actors. Individuals and groups are believed 

to bargain to retain access to what they value. Using 



this model,. organizations are not defined by goals or 

their formal hierarchy, but by bargaining prosesses 

(Elmore 1978: 222). Sources of power are not only 

positions in th~ upper reaches of the hierarchy, but 

also flow from possession of knowledge, control over 

resources, or a strong external constituency. 
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Elmore cautions that one model is not likely to 

possess sufficient explanatory power since all organiza-

tions have a set of management practices, operating rou-

tines, processes to stimulate cooperation, and internal 

and external bargaining (Elmore 1978: 227). Organiza-

tions are apt to rely on different strategies in dif-

ferent circumstances. Elmore argues that implementation 

is a complex process capable of separation into distinct 

units amenable to analyses using different approaches. 

FDA - A TWO MODEL AGENCY 

FDA's mandate to assure that only safe and effec-

tive drugs reach the market determines a primarily regu-

latory function for the agency. FDA experienced a tur-

bulent period during the 1970's when Congressional over-

sight was especially vigorous and the agency was under 

fire to extract compliance from drug firms. Officials 
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responded ·with policies which allowed greater enforce-

ment acU.vity (p. 170 ). Appropriation of more funds for 

personnel and monitoring activities resulted in more 

disqualifications of clinical investigators beginning in 

the late 1970's (see Figure 10). 

The systems management and bureaucratic models des-

cribed by Elmore (1978: 199-201) describes compliance 

activity as it affects drug firms and doctors testing 

drugs they develop. The relationship between FDA and 

the drug companies the agency regulates is distanced and 

regulatory. One official was careful to emphasize that 

inspections are impersonal, "routine" affairs which rely 

little on personal interaction and very heavily on re-

view of documentation. There is a history of elabora-

tion of procedures, reporting requirements, and moni-

toring routines as FDA gained experience in eliciting 

compliance. Unannounced inspections, more monitoring, 

and denial of approval for drugs lacking in sufficient 

or accurate data provide drug firms with an economic in-

centive to observe rules and avoid financial losses 

through an unapproved drug (79). 

FDA's image is predominantly "tough," a perception 

enhanced by a system of sanctions which include prosecu-

tion, imposed on individuals and organizations alike. 
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One prominent drug firm was prosecuted for hiding infor-

mation. Bargaining exists, for example, inspections in-

volving doctors are arranged to improve "public rela-

tions." Bargaining, by way of the negotiated consent 

agreement, is on the increase as preference for the use 

of agreements increases (see Figure 10). 

FDA's regulation of NCI is best described as fit-

ting the "conflict and bargaining" model (Elmore 1978: 

222). FDA lacks economic coercion to force compliance; 

NCI develops chemotherapeutic drugs as a service, not 

for profit. Regulation of NCI has been tenuous, and un-

til the mid 1970's operated with "administrative laxness" 

(U. S. Senate 1982: 316). Conflicts developed when in 

1975, and again in 1979, compliance units in FDA attemp-

ted to effect enforcement of regulations in response to 

Congressional criticism. 

James Wilson.and Patricia Rachal claim government 

agencies exist in an environment of "politically super-

vised autonomy," which they defend through the "mobili-

zation of effective political allies'' (·1977: 9). When 

threatened with enforcement of regulations, the Director 

and other NCI officials, negotiated agreements with FDA 

officials higher in the authority structure (80). As a 

result of the bargains struck, officials responsible for 
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compliance.had no direct control over NCI, some officials 

believed NCI to be free of any inspection (U. S. Senate 

1982: 62, 84). 

Following a complaint about adverse drug reactions 

to a drug, an attempt to inspect brought charges of 

"fishing expedition" and appeals to FDA superiors (U. S. 

Senate 1982: 89-90). NCI was successful in using FDA 

management to suppress the enthusiasm of subordinates. 

When FDA investigators discovered NCI officials and a 

drug firm making the drug had known about the adverse 

reactions, had failed to act, and had suppressed incri-

minating documents, FDA managers failed to support a 

recommendation of subordinates for criminal prosecution 

(U. S. Senate 1982: 409). Even the OIG, which became 

involved, discovered it lacked manpower to investigate 

beyond one interview and referred the matter elsewhere 

to die a natural death (U. S. Senate 1982: 258-259). 

NCI successfully avoided regulation until 1981 when 

sufficient attention was focused on its relationship 

with FDA. Congressional interest shifted power rela-

tions strengthening the FDA compliance units in negotia-

tions to achieve quality control, historically a source 

of conflict between NCI and FDA (U. S. Senate 1982: 

356). Bureaucrats form alliances with friendly and 
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sympathetic Congressman when threatened from above as 

well as from without. What is good for an agency is not 

necessarily good for a unit. As one official described 

it: "When they threaten to curtail us, we have friends 

in Congress and aides who see that it doesn't happen." 

NIH - THE "ORGANIZATIONAL DEVELOPMENT" MODEL 

Following World War II, the health research com-

munity forged a strong, expanding environment through 

the work of an active subgovernment. Until the 197O's 

when funding contracted somewhat, health researchers 

could rely on adequate funds, often more than the admi-

nistration recommended to Congress (Ripley and Franklin 

1984: 79). Leaders in the subgovernment included the 

Director of NIH, the Chairmen of both the House and 

Senate Appropriatipn Committees, and a powerful lobbyist 

for the biomedical research community. 

The mission of NIH centers around research, both 

intramural and distributing funds to researchers outside 

the organization. Because of that mission, the activity 

of NIH is more scientific than regulatory. Institute 

staff have multiple ties with clients through funding 

research, the primary work of NIH. Staff develop ties 
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and relatipnships with researchers not only through 

funding ·and administrative duties, but also through peer 

review panels and advisory boards. NIH also has a popu-

lation of visiting scientists at the Fogarty Center. 

When compared to FDA, NIH staff have relationships with 

the regulated that are qualitatively and quantitatively 

different. 

Combined with ample resources, the decentralized 

authority structure of NIH and the presence of separate 

appropriations obviate conflict over shares of a single 

budget, or the attention and patronage of higher authori-

ties. These constructural constraints influence the 

administrative style of NIH, which relies on persuasion, 

concensus building, and negotiations. Some units like 

DMSR do work which is more routinized and typical of a 

bureaucracy. DMSR is still operating with a legacy of 

emphasis on fiscal matters and closeness to regulatory 

activity. Distance and independence are characteristic 

of its policies. 

OPRR is more characteristic of the "organizational 

development" model of regulation. OPRR has the task of 

enjoining organizations which sponsor research as part-

ners, if reluctantly, in regulating the use of humans 

in research. OPRR negotiates General Assurances which 
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pledge organizations to policies and procedures. Imple-

mentation is entirely the responsibility of unconnected, 

local, sometimes resistant, organizations. Without 

routine monitoring, or "cops," OPRR trusts officials 

to live up to their agreements. Discovery of non-com-

pliance depends on whistleblowers and self-reporting. 

OPRR builds cooperation with an extensive effort to edu-

cate researchers implementing regulations to elevate 

sensitivity to, and awareness of, regulations. OPRR is 

working toward a climate where concensus will exist be-

tween regulator and regulated on the form and extent of 

regulation through shared responsibility. 

For years the regulatory role of NIH focused on fis-

cal matters: "scientists--including those who manage 

our research programs--are not at home in the legal/ 

regulatory milieu" (U. S. House of Representatives 1981: 

175). NIH staff identified with beleaguered colleagues 

"not only to presume innocence, but to tread very deli-

berately and cautiously in the face of allegations~'' 

Debarment and suspension regulations were finalized only 

after the issue of misconduct on the part of scientists 

had reached the public agenda. A wave of public criti-

cism both in the press and Congress "raised the con-

ciousness" of scientists who are also "stewards" of 
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public funds (U. S. House of Representatives 1981: 181) • 

Congress and the public wanted greater accountability. 

As one official commented: "The message from Congress 

was loud and clear." NIH responded. 

NCI - THE CONFLICT BARGAINING MODEL 

During the early 197Os a rift developed in the 

subgovernment of health research. Some important and 

influential participants wanted to concentrate resources 

on cancer research (Ripley and Franklin 1984: 88). 

Supporters wanted more than a larger share of funds, 

they wanted autonomy from the rest of the health re-

search bureaucracy and direCt access to the President. 

Leaders in the Senate favored the idea, those in the 

House supported a broad spectrum for health research. 

NCI remained within NIH, but succeeded in capturing a 

larger share of funds with a budget which has doubled 

while those of other institutes have remained the same, 

or were reduced (Ripley and Franklin 1984: 88-89). 

They also won access to the President. 

Because of its very large budget, the numbers of 

programs, grants, and contracts supported is many times 

greater than other institutes. Greater activity creates 
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opportunifies for more contact between researchers and 

agency personnel. Training programs offer other oppor-

tunities for ties to develop. The PI, for example, was 

on NCI staff twice. jhe first time for two years as a 

Staff Associate just after completion of his internship 

and again for two years at the NCI-VA hospital after a 

residency. While at NCI-VA, he was Head of the Cell 

Kinetics Laboratory and Executive Director of NCI's 

Working Party for Therapy for Lung Cancer. Both the 

Chairman of ECOG and the Director of NCI were at NCI 

during the same period. He was recruited to Medical 

Center Hospital by an official who went to NCI to find 

someone to build the Oncology Section. 

During the course of several Congressional hea-

rings, NCI's independence of the community it was sup-

posed to be regulating became an issue. The Director 

of NCI told Senat~rs the assumption is made that indivi-

duals are honest (U. S. Senate 1981b: 116). That posi-

tion was interpreted as a policy 11 to hear no evil, speak 

no evil, see no evil" (U.S. Senate 1981b: 242). The 

Chairman of the committee charged that NCI had "a reve-

rence for research people" (U. S. Senate 1981b: 108). 

Was the "relationship between Agency and researcher so 

fraternal and so cozy" that falsification was ignored, 
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even encouraged (U. S. Senate 1981b: 29)? One Senator 

said of NCI and researchers: "you are not watching them 

unless Congress jumps up and down" (U. S. Senate 1981b: 

128). 

Another issue raised was NCI's failure to clean its 

own linen. Whether the PI's links with officials, or 

sentiments that he had been· punished enough, influenced 

decisions, the agency was not inclined to involve it-

self. In a letter to hospital administrators, the then 

Director of NCI supported the position of subordinates 

that NCI could not "interfere in the internal affairs 

of institutions, or pass judgement on individuals, in 

situations in which we are not directly involved" (U. S. 

Senate 1981b: 56). 

Members of a Senate committee were as critical of 

the agency's funding of the PI's research after he was 

under investigation as they were of the agency's failure 

to carry out its regulatory responsibilities. The Di-

rector defended the decision to award the PI $910,000 

on the grounds the institute was not investigating the 

Pl at the time, there was a difference of opinions on 

who did the falsifying, and the research was not clini-

cal (U. S. Senate 1981b: 36, 55, 122, 124). Although 

not clinical research, the research did involve human 
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subjects. ~The Committee also raised the questions of 

how a researcher dishonest in clinical research could be 

assumed honest in non-clinical research, and why public 

money should be used for a project which might prove to 

be equally unusable (U. S. Senate 1981b: 121-123). 

NCI had been resistant to regulation. The agency 

spent $300,000 on a study of how regulations were compli-

cating research. As part of that study, funds were "di-

verted" by NCI "to mobilize the interested cancer resear-

chers to lobby against certain of these regulations" 

(U. S. Senate 1982: 456). In 1981 the Assistant Secre-

tary of Health had appointed a Task Force to review mana-

gement structures an4_policies of FDA and NCI including 

drug distribution and monitoring systems (U. S. Senate 

1982: 319). NCI's bargaining position had been wea-

kened. Adjustments were in order if NCI was to maintain 

its favorable posi,tion in appropriations. The strenuous 

criticism by Congress could have signaled a change in 

NCI's level of funding. NCI had other valuable resources 

to protect like direct communication with the President's 

staff through the Cancer Panel. NCI's relations with its 

own subgovernment were threatened; one senator said of 

the problems in cancer research: 
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. 
What bothers me is you [the Director of NCI] 

•.• you knew of these facts, you learned about them 
you continued on down the same road, and you are 
sitting here today saying we are waiting for the 
investigation to be completed, and, when that is 
done, we are going to appoint a committee (U. S. 
Senate 1981b: 126). 

NCI accepted regulation. By accepting the costs of 

monitoring, NCI has maintained access to valuable re-

sources. The scope of monitoring was the object of ex-

tensive bargaining. As one official expressed it: "It 

took many meetings, but they have finally accepted regu-

latory responsibility." The level of commitment is un-

certain. In contrast to NIH, which has increased both 

personnel and funding for compliance activities, NCI is 

operating in a limited budget with few staff. 
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CHAPTER NOTES 

1. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

2. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

3. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

4. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

5. Interview on November 13, 1984 with Scientist, Divi-
sion of Scientific Investigations, FDA. 

6. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

7. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

8. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

9. There are procedures in the programs of Routine 
and "For Cause" inspections for handling unrea-
sonable delays. If there appears to be an "un-
due delay," the FDA inspector notifies headquar-
ters. Delays on the part of the inspectee can 
"constitute a de facto refusal" and may involve 
the Bioresea.rchHonitoring staff (Food and Drug 
Administration 1984: Part III, p. 1-2). Con-
tinuation of refusals can elicit a legal warrant 
for inspection according to the Chief of Clinical 
Investigations Branch, FDA during an interview 
on January 7, 1985. 

10~ The "integrity of the study" is defined as the 
"validity of data and/or the rights of human and 
animal research subjects" (Food and Drug Adminis-
tration 1984: Part V, p. 1). Violations of re-
gulations concerning the rights of research parti-
cipants or breaches which affect the validity of 
data are "gross" and most significant a_ccording 
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to the Chief ~f Clinical Investigations Branch, FDA 
d u r i n g. a n i n t er v i e w on J a nu a r y 7 , 1 9 8 5 • 

11. "Gross" lack of records means "records insufficient 
to substantiate that study was done or that reported 
lab work was performed'' (Food and Drug Administra-
tion 1979: Part V, p. 17). 

12. Interview on November 13, 1984 with Scientist, Divi-
sion of Scientific Investigations, FDA. 

13. Interested parties are notified through "need to 
know" which means they need information as a basis 
for a decision. An example given during an inter-
view of Chief of Clinical Investigations Branch, 
FDA, on January 7, 1985 was that of officials ad-
ministering Medicare and Medicaid are notified when 
it appears there could have been billing for what 
was an investigational drug, which are given with-
out charge. 

14. Parties with a ''legitimate interest" fall into the 
same category as those in note 13 above. 

15. Interview on January 7, 1985 with Chief of Clinical 
Investigations Branch, FDA. 

16. The Chief of IDB referred to a request made by an 
official in the Bureau of Drugs, FDA that he "fami-
liarize myself with the facts of this allegation," 
in a memo dated August 10, 1978. According to an 
official within FDA, a medical officer attending a 
cancer meeting heard there was something wrong with 
the PI's data. 

17. One official said during an interview on November 
13, 1984 that he had never known of it happening 
in any other case. 

18. Of concern to FDA officials were deficiencies in 
the memoranda of understanding which allowed " ••• 
an investigator to conduct clinical trials with 10 
drug substances without our formal knowledge" 
(Memorandum May 10, 1979). 

19. The PI was described as being in a "legal battle" 
with the hospital. 
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20. Memorandum ot Telephone Conversation dated May 21, 
1979.· The attorney informed the Director of the 
Bureau of Drugs that the informal visit had "scared 
the hell out of everyone." 

21. The hospital's counsel used the most common objec-
tion made to production of records, that is the hos-
pital was "merely the custodian of the records" (EIR 
Report of Inspection carried out on August 13-17, 
1979). Objections to inspections and the production 
of records are common according to one official in 
the Division of Scientific Investigations, but rare-
ly persi.s.t beyond demonstration of the FDA' s autho-
rity in the regulation. Continuing to challenge 
that authority, or refusal to produce records, can 
lead to a warrant, or to a question of the organi-
zation as a suitable site for the continuation of 
testing any IND, a risk administrators at the Medi-
cal Center took in this instance. One FDA official 
pointed out that without a copy of the hospital's 
findings the records that were provided raised con-
cern about the hospital's record keeping practices 
which "did not seem consistent with the testing of 
investigational drugs" (Memorandum of Telephone 
Conversation on August 16, 1979). Part of the con-
cern of the hospital's legal counsel was "the Free-
dom of Information Act and what effect this might 
have on the hospital" (EIR report on inspection 
carried out on August 13-17, 1979). 

22. Most of the deficiencies concerned monitoring "even 
though procedures allow for data checks and built in 
controls exist (i. e. randomization), the monitoring 
is still quite deficient in that the monitor, ECOG, 
assumes da~a supplied is valid for the most part. 
We explained that proper monitoring of the studies 
should involve meaningful validation of data sup-
plied by the various institutions" (EIR on inspec-
tion carried out on June 13-16, 1979). 

23. One example given by the Chairman to inspectors was 
that of a high rate of invalid case reports (thirty 
to forty percent) which would arouse concern (EIR of 
inspection carried out June 13-16, 1979). 

24. The accountability for drugs became an issue during 
the investigation. The policy of ECOG staff was to 
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forward ord~rs for drugs to NCI through the Opera-
tions Office where the amount of drug ordered was 
evaluated for reasonableness given the number of 
research subjects receiving the drug through the 
clinical investigator (EIR for inspection carried 
out on August 13-17, 1979). ECOG staff did not 
verify drugs actually dispensed. Some oncology 
staff claimed drug stocks were kept on the unit and 
dispensed by nurses. The head of the hospital's 
pharmacy claimed the drug stocks were shipped by NCI 
to the pharmacy and released to the PI. Records 
available were insufficient to confirm either claim. 

25. Consent Agreement between PI and FDA dated May 18, 
1982. 

26. May 10, 1982 Letter of Agreement from Counsel to 
FDA. 

27. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

28. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

29. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

30. Interview with spokesperson for OPRR on December 
12, 1984. 

31. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

32. Interview with spokesperson for OPRR on December 
12, 1984. 

33. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

34. Interview with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 



35. A decision to debar is followed by written notice 
to the individual by certified or registered mail 
and includes details of the reasons for debarment 
as well as notice of an opportunity for a hearing 
within 30 days. The hearing takes place before a 
Hearing Officer (not previously involved in the 
case) during which: 1) HHS is represented by the 
General Counsel, 2) a transcribed record is kept 
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of the proceedings, 3) formal rules of procedure 
observed in a court do not apply, 4) "the scope of 
the hearing and sufficiency of evidence will be 
governed by applicable provisions of 76.11" (De-
partment of Health and HUman Services 1980: 67267). 
76.11 sets the conditions for debarment. The 
written determination is sent to the Secretary of 
HHS who either concurs, in which case the decision 
is final within 60 days, or reviews the evidence, 
the review is restricted to the record of the hearing 
only. The decision of the Secretary is final. 

36. Policy Statements of the Clinical Cooperative Group: 
Division of Cancer Treatment. 

37. July 31, 1978 letter from the hospital Administrator 
and Dean of the Medical School to the Director of 
NCI: "we are frankly somewhat concerned that NCI 
may have inadvertantly received a one-sided view and 
understanding of the matter." 

38. Cinical Investigator Monitoring Policy: Chronology. 

39. Interview with program official on January 10, 1985. 

40. Interview with program official on January 10, 1985. 

41. Interview with program official on January 10, 1985. 

42. Interview with program official on January 10, 1985. 

43. Interview with program official on January 10, 1985. 

44. Interview with program official on January 10, 1985. 

45. Interview with program official on January 10, 1985. 

46. Interview with program official on January 10, 1985. 



47. Inter;iew with member of the staff of the Deputy 
Director of Extramural Research and Training on 
November 15, 1984. 

48. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

49. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

50. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

51. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

52. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

53. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

54. Interview with the Assistant Director of DMSR on 
January 8, 1985. 

55. Interview with the Chief Investestigator of DMSR 
on January 8, 1985. 

56. Interview with Spokesperson for 0PRR on December 
21, 1984. 

57. Interview with Spokesperson for 0PRR on December 
21, 1984. 

58. Interview with Spokesperson for 0PRR on December 
21, 1984. 

59. Interview with Staffperson of 0PRR on January 8, 
1985. 

60. Interview with Staffperson of 0PRR on January 8, 
1985. 

61. Interview with Spokesperson for 0PRR on December 
21, 1985. 
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62. Interview with Spokesperson for OPRR on December 
21 , l 9J84. 

63. Interview with Staffperson of OPRR on January 8, 
1985. 

64. Interview with Staffperson of OPRR on January 8, 
21, 1985. 

65. Interview with Spokesperson for OPRR on December 
21, 1984. 

66. Interview with Spokesperson for OPRR on December 
21, 1984. 

67. Interview with Spokesperson for OPRR on December 
21, 1984. 

68. Interview with Spokesperson for OPRR on December 
21, 1984. 

69. Interview with Spokesperson for OPRR on December 
21, 1984. 

70. Interview with Spokesperson for OPRR on December 
21, 1984. 
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71. Statement of IRB member presented to the President's 
Commission as part of the proceedings of Meeting No. 
10 on June 5, 1981. 

72. July 20, 1978, letter from IRB member to Chairman. 

73. As quoted in the statement of IRB member presented 
to the President's Commission as part of the pro-
ceedings of.Meeting No. 10 on June 5, 1981. 

74. Interview with member of the medical school faculty 
in October 1983. 

75. Interview with Spokesperson for OPRR on January 28, 
1985, and 45 CFR 46.106 (7) (d) (3). 

76. General Assurance Medical Center (1975). 

77. Letter from Director of Medical Center to IRB mem-
ber, and interview with Spokesperson for OPRR on 



January 28, 1985. 

78. Interview with Spokesperson for OPRR on January 
28, 1985. 

79. Interview with Scientist, Division of Scientific 
Investigations on November 13, 1984. 
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80. These include the Drug Master File which outlines 
policies such as monitoring procedures, methods 
of drug development, protocols for screening agents 
for antitumor activity, protocols for preclinical 
toxicologic evaluation, and quality control proce-
dures. Among the agreements in the Memorandum of 
Understanding, NCI agreed to comply with FDA regu-
lations, maintain the drug Master File, and desig-
nate some official in the Division of Cancer treat-
ment as a contact for FDA. FDA agreed ·to bring de-
ficiencies to the attention of that person. NCI 
hoped "to eliminate the specific. problems generated 
continually by more junior staff'' (U. S. Senate 
1982: 376). Among the "specific problems" i1; ap-
pears to be referring to were inspections according 
to testimony taken at a Senate hearing. 



CHAPTER V 

SCIENCE, SCIENTISTS, AND SOCIAL CONTROL 

The concept of ''Big Science~ was developed by Derek 

de Solla Price (1963) from a term first used by Alvin 

Weinberg (1961). Twenty years ago Price reminisced that 

"Big Science" was ''so new that many of us can remember its 

beginnings," but so essentially unlike its predecessor 

that "we can look back, perhaps nostalgically at the 

Little Science that was once our way of life" (1963: 2-3). 

Price believes the growth of science is exponential, doub-

ling in manpower and productivity every ten to fifteen 

years (1963: 5). Price argues the rate of exponential 

increases has remained the same for the past 250 years 

(1963: 91). The change in the character of science since 

World War II is not attributable to growth alone, but a 

by-product of the phenomenon of mass collaboration 

(Price 1963: 89). 

In the first half of the 20th Century science was 

still a tiny but growing enterprise. Universities were 

allocating more money to _scientific activity concentra-

ting research in the universities and effectively driving 

amateurs out of the field (Kelves 1968: 428). Federal 

agencies like the Bureau of Standards and the Public 
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Health Service was beginning to fund research (Kelves 

1968: 428, NIH 1983a: 4). Membership in AAAS grew from 

1,925 members in 1900 to 8,325 in 1914 (Kelves 1968: 

428). The National Academy of Science was little more 

than a honor society and had little money for research 

(Kelves 1968: 430, Shils 1978: 168). 

Scientists like George Ellery' Hale and Robert A. 

Millikan stimulated corporate and private interest in 

science (Kelves 1968: 435, Cohen 1979: 232). Hale 

organized a group of industrialists and financjers to 

sit on the Industrial Advisory Committee created by the 

infant National Research Council to lend their reputa-

tions and prestige to a public relations campaign for 

science (Kelves 1968: 435). The influence of members 

like George Eastman, Andrew Mellon, and Pierce S. Dupont 

resulted in sufficient donations from corporations and 

foundations to finance a building for the National Aca-

demy (Cohen 1979: 232). More importantly, the Rocke-

feller Foundation contributed $500,000 for fellowships 

in chemistry and physics signaling a fundamental change 

in scientific training (Kelves 1968: 435). Federal sup-

port was not encouraged because many scientists, inclu-

ding George Hale, distrusted federal support believing 

control might shift from academic scientists to federal 

officials (Kelves 1968: 437, Cohen 1979: 232). 
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The present pattern of support for science emerged in 

the 1920 1 s. The growth of science took place in the uni-

versities which had the advantage of large staffs, libra-

ries, and a growing number of academics who had ~tudied in 

Germany and returned to American universites with a bias 

toward research (Shils 1978: 169). From its founding in 

1913, the Rockefeller Foundation had followed the prac-

tice of funding education and social service (Barber 1952: 

155). The growth of universities and the level of funding 

needed to continue the effort resulted in the redirection 

of funds to research and graduate education (Kohler 1978: 

483-484). After 1928, the growth of science became the 

paramount goal of the Rockefeller Foundation (Kohler 1978: 

482). Other foundations followed (Cohen 1979: 233). 

The Director of the Rockefeller Foundation believed 

the best way to build science in the United States was to 

support the best and most creative scientists (Kohler 

1978: 488-89). ·Fellowships were awarded to support the 

study of promising scientists at schools with the best 

researchers and facilities (Cohen 1979: 235). Founda-

tion support helped build universities with donations for 

research programs, equipment, even buildings (Kohler 

1978: 489). Academic leaders learned that research 

helped universities grow (Shils 1978: 181). The reputa-

tion of a university often hinged on a well-developed 
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specialty (Shils 1978: 192). Universities became stra-

tified (Shils 1978: 182). 

During that era and the decades that followed, 

science was guided by ideals that Max Weber described as 

the search for the truth and a commitment to the rules of 

logic (1946: 141-143). The "rational experiment" ren-

dered "free from presuppositions" was believed to be the 

"means of reliably controlling experience" (Weber 1946: 

141). Jerome Ravetz calls the research of that era 

"academic science," characterized by small groups sharing 

a common field of interest and faithful to the same set 

of ideals (1971: 41). Experiments were small-scale and 

communication informal; quality was monitored through 

personal relationships (Ravetz 1971: 41). 

That was a time of low salaries, no graduate sup-

port and research grants, which were rare items, in 

amounts of a very few thousand dollars (Chargaff 1980: 

374). Researchers worked at their own lab bench doing 

their own experiments with no more than the help of a 

student (Shils 1978: 168). One eminent scientist says 

of those days: "science was still thinly populated and 

transparent," and the United States "a scientifically 

underdeveloped ~ountry dominated by an unhurried, good-

natured second-ra~eness" (Chargaff 1980: 374). 
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THE ADVENT OF BIG SCIENCE 

The change in scale of American Science happened 

during World War II when scientists left their universi-

ties and laboratories to help in the war effort (Kennedy 

and Bennet 1981: 36-37). Scientists were introduced to 

working in teams and for many it was their first oppor-

tunity to do full-time research with unlimited funds 

(Barber 1952: 127, Kennedy and Bennet 1981: 36). Ad-

ministrators at the universities had concerns about the 

enthusiasm of scientists to return to poor incomes, inade-

quate equipment, and teaching (Kelves 1977: 18). Hap-

pily, the public continued to be willing to finance 

science after the war. Public support of a diffe~ent mag-

nitude followed: ''a large military apparatus for research 

was converted, with remarkable suddeness, into one of the 

largest plowshares ever made" (Kennedy 1985: 480). 

Before the .war, the majority of federally funded re-

search was carried out intramurally (Kennedy and Bennet 

1981: 38). With the inception of large-scale public 

funding, NIH adopted the pattern of support established by 

the foundations. Grants were preferred to contracts be-

cause conditional gifts lent themselves to the environ-

ment of university research (Kennedy and Bennet 1981: 40). 
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NCI served as a model for the other institutes that fol-

lowed, all organized around a disease which facilitated 

the advocacy of foundations like the American Heart Asso-

ciation and the American Cancer Society for generating 

public support (Kennedy and Bennet 1981: 41, 58). NIH 

followed the lead of the foundations and funded research 

facilities as well as projects. The idea of peer review 

of proposals and the use of advisory committees in fund-

ing decisions came from the foundations (Cohen 1979: 

238). Federal support differs from foundations in that 

it is "mission-oriented'' directed by the goals selected 

by the political process (Kennedy and Bennet 1981: 65). 

Funding has continued to increase although more re-

searchers are competing for each dollar. In 1953 the to-

tal federal support for research amounted to 138 million 

dollars (see Figure 14). In 1980 4,093 million dollars 

were expended by the government on research (see Figure 

14). The federal share of support grew from 55% in 1953 

to 68% in 1980. The pattern of support has been differen-

tially allocated to universi~ies and geographic locations 

since the war (Barber 1952: 149-150; Price 1964: 16). 

That relationship continues (see Table III and Table IV). 

Creative and talented scientists congregate in those 

organizations that attract resources (Ravetz 1971: 46). 
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TABLE III 

GEOGRAPHIC DISTRIBUTION OF FEDERAL RESEARCH SUPPORT 

(Dollars in Thousands) 

Source: National Science Foundation (1982) 

DIVISION 1970 1975 1980 

New England 285,755 329,736 590,176 

Middle Atlantic 448,778 608,774 979,405 

East North Central 384,784 546,205 904,916 

West North Central 193,235 263,966 442,729 

South Atlantic 284,544 448,017 938,066 

East South Central 79,924 123,385 201,671 

West South Central 164,581 251,131 504,210 

Mountain 134,885 196,941 382,014 

Pacific 350,023 627,145 1,085,111 

Outlying Areas 9,047 13,316 21,027 

N 
U1 
-...J 
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TABLE IV 

FEDERAL SUPPORT TO UNIVERSITIES FOR 1980 

Source: National Science Foundation (1982) 

(Dollars in Thousands) 

INSTITUTIONS ALL SUPPORT FEDERAL 

Johns Hopkins 253,204 239,855 
MIT 163,566 138,400 
U of Wisconsin 138,227 89,350 
U of Cal (San Diego) 124,830 111,038 
U of Minnesota 119,065 68,463 
Stanford 113,120 102,645 
U of Washington 111,858 83,276 
U of Michigan 111,316 75,549 
Cornell 107,611 70,583 
Columbia 101,407 83,729 
Harvard 100,901 67,374 
U of Pennsylvania 94,198 70,553 
U of Cal (Berkeley) 90,377 64,127 
U of Cal (Los Angeles) 88,934 70,365 
U of Illinois (Urbana) 83,274 52,327 
U of Texas (Austin) 78,621 48,666 
U of Southern California 74,304 43,939 
U of Cal (San Francisco) 73,426 61,172 
Michigan State 72,354 34,830 
Pennsylvan~a State 71,840 45,001 
Texas A & M 71,461 31,860 
Yale 71,446 63,572 
Ohio State 70,652 40,555 
U of Arizona 69,095 35,559 
U of Cal (Davis) 68,429 35,079 
U of Rochester 65,845 43,890 
U of Colorado 62,056 48,632 
Purdue 61,765 38,041 
Washington U 59,379 47,756 
U of Chicago 58,436 50,119 

258 
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Universities· have come to rely on grant money, some are 

dependent upon it (Barber 1952: 150). 

In a recent address Donald Kennedy, the President of 

Stanford, identified several disciplines which had joined 

nuclear physics and astronomy and made the transition to 

Big Science in the last decade as organic chemistry, parts 

of solid state physics, and molecular biology with cell 

biology and developmental biology close behind (1985: 480). 

He expressed the meaning of the transition in practical 

terms. In the past hiring faculty pivoted on whether 

growth in the department justified another position (Ken-

nedy 1985: 480). Now a position must be justified by the 

commitment to equipment, space, and renovation of facili-

ties needed by the scientist as well (Kennedy 1985: 481). 

The federal government ended support for construction 

over ten years ago (Norman 1983e: 1211). Although the 

dollars for research have maintained a small amount of 

growth, the shortfalls in capital investment have grown 

larger in most universities (Kennedy 1985: 481). Recent 

decisions by officials at NIH to reduce the fraction al-

lowable for indirect costs rather than awards for re-

search have cheered investigators, but worsened the costs 

of research for universities (Culliton 1983f: 929). The 

Director of NIH likened indirect costs as having 
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''something of the status of an entitlement program in re-

cent years" (Culliton 1983f: 929). 

Universities are not only in the unprecedented posi-

tion of competing with their own scientists for federal 

dollars, the nature of their competition with each other 

has broken with tradition. In recent years some univer-

sities have by-passed the traditional peer review. process 

and have gone directly to Congress for new facilities. By 

late 1983, over a dozen public and private universities 

approached Congressmen for support for capital investment 

projects (Norman 1983a: 396). Ten universities were suc-

cessful in their bids for nearly $100,000,000 in facilities 

ranging from libraries, chemistry labs, a supercomputer 

center, a fuel cell demonstration project, and a vitreous 

state laboratory (Norman 1984f: 519). Some universities 

hired lobbyists to press their cause (Norman 1983e: 1211). 

Using the political "pork barrel" instead of the peer 

process was sharply criticized by the National Association 

of State Universities and Land-Grant Colleges and the Asso-

ciation of American Universities (AAU) in separate resolu-

tions sent to Congress (Norman 1983c: 592, 1983d: 997). 

The lobbyists pointed out that the AAU re~resents the iri-

terests of the fifty best funded universities in the U. S. 

(Norman 1983e: 1213). Maintaining that AAU members are 
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not stranger.to Congressional influence, the lobbyists 

argued: "What we have here is outrage among those who are 

least entitled to be outraged" (Norman 1983c: 592). 

Some universities have attempted to ease financial 

problems by entering partnerships with industry. Although 

these relationships have not created the kind of contro-

versy associated with unorthodox approaches to congress, 

invitations to industry have raised concerns among some 

faculty (Greenberg 1981: 174) and enthusiasm among others 

(Walsh 1983b: 1025). Accepting the presence of industry 

as inevitable, some have suggested guidelines to regulate 

the relationship (Varrin and Kukich 1985). 

The management of Big Science is not confined to uni-

versity administrators. A new species of scientist-admini-

strator was created during the war (Barber 1952: 124). 

The increased volume of work and scientific personnel is 

most efficiently managed by a division of labor which has 

to be administered (Barber 1952: 129). The scale and 

capital needed for Big Science required competent admini-

stration and the abilities of an ''industrial manager" 

(Ravetz 1971: 23). Scientists become divorced from their 

research by the burdens of administration; Big Science 

transforms the scientist into "a publicist, if not a jour-

nalist, an administrator, and a spender of big money'' 
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(Weinberg 19bl: 162). 

Collaboration increases (Price 1963: 40). Collabo-

ration and coordination introduce efficiencies into large-

scale research. But maintaining the originality, creati-

vity, and autonomy of collaborators is difficult (Barber 

1952: 150). The difficulties are not always overcome: 

"The Indians with bellies to the bench are hard to discern 

from all the chiefs with bellies to the mahogany desks" 

(Weinberg 1961: 163). 

In a large project specialization of tasks and a di-

vision of labor give the kinds of results which ensure 

more funding by federal agencies (Ravetz 1971: 22). 

Specialization in a large laboratory means each collabo-

rator and junior colleague has a "piece" of the project 

and relies on the reports of colleagues to keep up with 

the entire project. The completion of the project de-

pends on the skills and techniques of junior colleagues, 

postdocs, research fellows, and graduate students who put 

in the long hours to get the job done (Ravetz 1971: 60). 

With the exception of the few assistant professors who 

will get tenure, and the technicians who are highly va-

lued in the lab, this cheap labor cycles in and out of 

the laboratory barely noticed. 
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SOCIAL CONTROL IN SCIENCE 

Social control in science grew out of the apparatus 

created to generate intellectual concensus and encourage 

the growth of science. Joseph Ben-David credits· the com-

bination of empirical evidence with mathematical analysis 

by Seventeenth Century scientists as creating a means for 

achieving concensus among scientists as a necessary condi-

tion for the growth of scientific activity and accumula-

tion of scientific knowledge (1977: 247, 249). Without 

some way to maintain science as a consensual activity 

through the exclusion of substandard work and the suppres-

sion of monopolies, there could have been no accumulation 

of certified knowledge (Ben-David 1977: 249). That func-

tion belonged to the academi~i which came to control the 

formal exchange of information and the distribution of 

recognition, the only form of reward for an activity which 

was without financial renumeration. Because unpublished 

scientific ideas were easy to appropriate, the Eighteenth 

Century was a time of refinement and consolidation of what 

became the major acitvity of scientific academies (Ben-

David 1977: 250). Even after science-for-pay was in-

stalled in German universities in the Nineteenth Century, 

judgement of quality and recognition of work remained with 

academies and societies which controlled the journals where 
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work was published. Separating quality control and the 

reward system from the bases of financial support meant 

monopolies could not weed out unwanted competition 

(Ben-David 1977: 263). 

Social control in science is believed to operate 

through two types of norms: cognitive maxims and methodo-

logical rules which dictate the universe of observation 

and experimentation, and moral tenets which regulate the 

behavior of scientists when carrying out research (Zucker-

man 1977: 87). First identified and described by Robert 

Merton (1957), they were later elaborated by himself and 

others. Conformity with the rules of cognitive standards 

yields quality work (Zuckerman 1977: 88). Merton's cate-

gory universalism refers to the requirement that the 

quality of work be judged using existing knowledge not the 

personal attributes of the researcher (Storer 1966: 78). 

Organized skepticism directs scientists to subject their 

own and the work of others to objective examination using 

"empirical and logical criteria" (Zuckerman 1977: 89). 

The rule of communality obliges scientists to share their 

results with others (Storer 1966: 79). The pusuit of 

science for personal recognition and prestige alone is 

forbidden by the rule of disinterestedness which ranks 

extending knowledge above seeking rewards. 

In science social control is dependent upon the 
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institutionalization of norms since no formal system of 

control outside the universities which employ scientists 

and agencies which fund their research exists. Acceptance 

of norms begins during education and training, a sociali-

zation process akin to "indoctrination" (Ben David 1977: 

257, Barber 1952: 142). Scientific training in its mo-

dern form began in 1795 at the Ecole Polytechnigue in 

Paris from which it found its way in 1810 to the Univer-

sity of Berlin and Germany where it flourished in the 

Nineteenth Century (Ben-David 1977: 257-59, Ravetz 1971: 

37). Students learn traditional theories, illustrative 

examples of research, and appropriate methodologies from 

textbooks. In the laboratory they learn the use of tools 

and instruments in carefully devised laboratory exercises 

(Ravetz 1971: 99). 

A student is isolated mentally and occupationally 

from the rest of society during graduate training, and 

becomes dependent on his teachers for evaluation of his 

worth as a student and for a career in science (Hagstrom 

1965: 9-10). Jerome Ravetz likens research training to 

learning a "craft" (1971: 100). The amount of guidance 

and supervision afforded students is a matter of style 

and policy. Some mentors allow students to experience 

all the disappointments and "pitfalls" along the way; 
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progress is slow a~d attrition predictably great, but the 

survivors are "skilled craftsmen" with "promise" (Ravetz 

1971: 100-101). Some mentors remove the "agony" by 

giving students ample guidance and a piece of a project 

to work on, but the result is the "research student is 

really functioning as low-paid skilled manpower working 

on the supervisor's problems" (Ibid. 100-101). A graduate 

student's conception of his own ability and level of com-

petence is dependent upon the opinion of his teachers and 

peers (Hagstrom 1965: 10). According to Warren Hagstrom, 

interactions with peers reinforces the values learned 

resulting in a group "strongly committed to the values 

of science and who need the esteem and approval of their 

peers" (Ibid. 21). 

Hagstrom suggests that socialization of values is 

reinforced in scientists by the practice of exchanging 

information for recognition, which serves, he argues, as 

the organizing principle of science (Ibid. 13, 2i). The 

scientist's interest in recognition is rooted, Norman 

Storer believes, in the high value plated on creativity, 

which serves as an ideal pivotal to connecting the norma-

tive structure to recognition rather than discovery of 

empirical reality (1966: 57, 85). Scientists accept and 

observe norms because they want recognition, and norms 



267 

regulate the allocation of rewards, based on recognition 

or in forms of recognition (Storer 1966: 86). Organized 

skepticism protects the community from substandard work. 

Publication legitimizes work (Blume 1974: 69). Disin-

terestedness· encourages researchers to work on problems 

of interest to others so that they will evaluate his work 

and he can evaluate theirs (Storer 1966: 89). Univer-

salism assures that evaluations will be objective, not 

personal. 

Scientists may exchange results for recognition, but 

etiquette requires they deny it (Storer 1966: 23). The 

effects of recognition on careers is pervasive. A scien-

tists first job and access to research facilities is 

connected to his promise as a researcher, the great~r his 

promise the greater the prestige of the university which 

hires him (Blume 1974: 65). Researchers establish their 

status by publication of research findings in journals 

(Hagstrom 1965: 28). Recognition of that kind is es-

pecially important for career-building, advancement 

within universities depends on publications (Chargaff 

1980: 378). Approval and esteem can be communicated 

directly at professional and society meetings, through 

invitations to conferences, exchange visits, and personal 

correspondence (Hagstrom 1965: 29-30; Barber 1952: 10). 

Recognition can result in financial support for future 
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work. 

Recognition is the basis for influence (Storer 1966: 

183), Established scientists review grants, referee ar-

ticles, and edit journals (Blume 1974: 74-75). Superior 

work is cited in the work of others, and sometimes earns 

prizes, Leadership in a field can lead to an appointment 

at a more prestigious university, which in turn confers 

additional status (Ravetz 1971: 285). The elite serve 

on boards of professional associations, learned societies, 

and advisory councils through which they wi§1d influence 

on policy decisions affecting science and the funding of 

research (Blume 1974: 74, Barber 1952: 122, 155). 

A reward system based on recognition provides the 

vehicle for quality control in science: the evaluation 

of research, Editors of journals and the referees who 

evaluate research bear the burden of maintaining standards 

of quality for a journal, and collectivity for a field 

(Ravetz 1971: 275-276). The referee must be able to un-

derstand the technical content of the information so that 

he can evaluate the execution of the investigation (Ravetz 

1971: 280), The rules of etiquette associated with the 

process and anonymity promote rigorous evaluation and pro-

tect the referee from involvement in controversies (Storer 

1966: 126), Without formal mechanisms for enforcing 
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concientiou~ work on the part of referees and editors, an 

informal system of ranking journals by the quality of the 

work they publish discourages the publication of substan-

dard work (Ravetz 1971: 281). The judgment of the quali-

ty of research results is made partially on the place the 

journal in which they appear occupies in the hierarchy of 

prestige (Ravetz 1971: 282). 

Replication of research reinforces social control 

through evaluation and internalization of norms and 

values. Harriet Zuckerman believes the possibility that 

results will be replicated serves as a method of detecting 

deviance and qeters wrongdoing (1977: 92). Work may be 

replicated because it is being used for further work, or 

because it has been judged especially significant (Zucker-

man 1977: 92, 95). Not all fields involve research which 

is reproducible, for example, ethnography and ethology. 

Hagstrom has pointed out that gossip is an effective 

informal means of social control, especially in the less 

critical areas of "good behavior" (1965: 32-33). Since 

gossipers are discussing the behavior of someone not pre-

sent, the norm in question can be expressed without re-

ference to persons present (Hagstrom 1965: 33). 

Most scientists carrying out research today continue 

to be convinced that the value3 acquired during scientific 
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t raining , e v,a 1 u at ion of res ea r ch submitted for pub 1 i cation , 

and replication of results are sufficient to discourage all 

but a few who might be tempted to break the rules. The 

President of the National Academy of Sciences told Con-

gressmen during a hearing on fraud in the biomedical scien-

ces that science operates "on the record," and that peer 

review assured the eventual discovery of misbehavior (U.S. 

House of Representatives 1981: 13). Other witnesses af-

firmed their faith that science is self-policing and eva-

luation of research by peers before publication was effi-

cient in detecting fraud (U. S. House of Representatives 

1981: 13, 17, 20, 43, 65, 68, 70, 75, 345). The scien-

tists testifying agreed that replication of experiments 

remains the "most effective means" of detecting error and 

deliberate misrepresentation or falsification of results 

(U. S. House of Representatives 1981: 66, 83-84). 

Jerome Ravetz maintains that those arguements, while 

claiming no superior morality for scientists, do assert 

a system for adequate quality control in science: "The 

claim may have been plausible at some time in the past, 

but it is no longer so" (1971: 50). Norman Storer has 

made the point that breaking the rules is only an advan-

tage when most people obey them (1966: 37). Norms allow 

us to develop expectations about acceptable behavior. 
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A few mavericks do not alter the beliefs of the many that 

unpleasant consequences follow violations of the norms. 

Most scientists believe that those who violate the canon 

of truth are expelled from science by an outraged scien-

tific community (U. S. House of Representatives 1981: 

42). So long as rules are adhered to in public, or 

transgressors punished, the community can remain confident 

that they exist (Storer 1966: 37). 

Clearly, most of the scientific community retains a 

belief that science is effectively policing itself. Re-

ports of misconduct like the ones described below are un-

settling, even "devastating to the scientific community" 

(U. S. House of Representatives 1981: 7 5 ) • S om e s ~j. en -

tists deny that a problem exists, blaming the increase of 

incidents on better reporting by the media (U. S. House 

of Representatives 1981: 68). Others share the senti-

ments of one scientist, who had to share the responsibi-

lity for the fraud of a junior colleague with whom he had 

published, that there are individuals who are prone to 

misconduct which "precludes a business as usual attitude" 

(U.S. House of Representatives 1981: 84). There is one 

area of concensus: the institution of science lacks 

mechanisms for handling cases of fraud. 
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' MISCONDUCT IN SCIENCE 

The cases discussed below entail alleged incidents 

of misconduct reported in the pages of Science, New 

Scientist, and the press. They have-in common behavior 

which fellow practioners judged as failures to observe 

the norms governing the conduct of scientists. Only one 

of the cases (No. 19), involves issues of cognitive 

norms. The others raised questions of moral norms, pre-

dominantly the fabrication of data, plagiarism, and dis-

regard for the federal rules regulating research. Al-

though some of the cases subsequently involved fiscal 

matters, the behavior focused on here entails conduct 

associaf~d with the research process itself. Most of the 

cases concern behavior which breaches the norms of dis-

interestedness and/or organized skepticism. The cases 

were selected for their possible value for examining the 

effectiveness of. social control in science. 

Falsification and Fraud in the Research Process 

Case No. 1 

Place: Uniiersity Medical School. 



Offender: Research· Fellow in Cardiology. 

Time: 1981. 
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Facts: When confronted with the allegations of two Re-

search Fellows and a technician, the offending cardio-

logist admitted to the Director of the laboratory he had 

"faked'' data for an experiment (Broad 1982a: 478). His 

superiors reported the incident to the Dean of the Medical 

School who withdrew his appointment to the faculty and his 

NIH fellowship (Broad 1982a: 480). He continued to work 

in the lab on a project funded by the National Heart Blood 

and Lung Institute (NHBLI) for the next six months, and 

papers and abstracts coauthored by him, the Chief, and 

Director of the laboratory continued to appear while his 

superiors reviewed his work (Broad 1982a: 480). 

Six months after the disclosure NHBLI officials noti-

fied the Director that data from his laboratory differed 

substantially from data submitted by other labs partici-

pating in the project (Br.oad 1982a: 481). The Director 

and his lab Chief admitted they lacked "raw" data for the 

results submitted by the fellow. 

The Dean appointed a "Blue Ribbon'' panel which in-

cluded outsiders who did not do their own investigation, 

but rat"ified the review of the Director and the actions 

taken by the medical school (Broad 1982b: 875). The 

Director had found that published work of the lab was 
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"accurate" and only unpublished work was affected (Broad 

1982b: 875). 

Outcome: The cardiologist's research position waster-

minated. An independent investigation by four cardiolo-

gists appointed by NIH to investigate work funded by 

NHBLI revealed "extensive irregularities" in five pub-

lished papers which were withdrawn by the lab's director 

(Culliton 1983b: 34). An investigation by another medi-

cal school where the fellow had been a resident uncovered 

eight additional papers and 43 abstracts which could not 

be supported by "raw" data, or involved unknown or fie-

ticious collaborators (Culliton 1983d: 936). Some ex-

periments the~e raised questions of adequate protection 

o f human s u b j e c t s ( Cu 11 i ton 1 9 8 3 e : 1 0 2 9 ) . . .. The o f fend in g 

cardiologist was debarred by NIH in 1983. He is now em-

ployed on the medical staff of another hospital. 

Case No. 2 

Place: University Medical School. 

Offender: Pathologist and member of the faculty. 

Time: 1980. 

Facts: The pathologist established a test-tube culture 

of a cell line fundamental to his research in the bio-

chemistry of Hodgkin's disease and the basis of extensive 
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federal funding (Wade 1983: 274). A paper based on ex-

perirnents on the size of immune complexes done by a re-

search assistant was rejected because of improbable re-

sults. The pathologist "repeated" the experiment in the 

absenee of his assistant, got more reasonable results, 

and the article was accepted for publication (Broad and 

Wade 1983: 90). Suspicious of the results, the assis-

tant checked the size of the immune complexes using 

other methods which failed to support his superior's 

results (Wade 1981b: 1022). The assistant went to the 

head of the department who asked the assistant to prove 

his suspicions. The "raw" data of the pathologist proved 

to be "faked" (Broad and Wade 1983: 92). Further inves-

tigation by the pathologist's other research assistant 

revealed the cell lines were not derived from four indi-

viduals with Hodgkins disease, but of a monkey whose cells 

had contaminated the test tubes of the original cell cul-

ture (Wade 1981b: 1024). 

Outcome: The pathologist resigned on the condition he 

leave research. NIH suspended funding of the remaining 

years on the grant. He is now employed as a pathologist 

at another hospital in another state. 

Case No. 3 

Place: University Medical School. 
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Offender: 6ssociate Professor and endoc~inologist. 

Time: 1979. 

Facts: A young female Research Fellow at NIH charged two 

endocrinologists with plagi~rism in a letter to the Dean 

of the Medical School after passages of a paper she had 

submitted to the New England Journal of Medicine, which 

the senior of the endocrinologists had refereed, appeared 

in an article they had published in the American Journal 

of Medicine (Broad 1980c: 40). She had discovered the 

passages of her article when her superior, a coauthor, 

gave her a copy of the offending paper, which he had been 

asked to referee for her comments (Broad 1980c: 39). 

The Research Fellow called the editor of the journal, 

and her superior called his colleague and related his 

subordinate's charges of plagiarism and conflict of in-

terest. The senior endocrinologist assured all con-

cerned that his junior colleague had finished the re-

search before the senior colleague had received the other 

team's paper to referee, and ultimately reject for pub-

lication (Broad 1980c: 39). 

The senior colleagues reached a compromise: the 

erring team would cite the other team's work in their 

paper giving them priority, they would delay publica-

tion to assure priority, and not publish at all until 
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all questi~ns were resolved (Broad 1980c: 39). The 

senior endocrinologist confronted his junior colleague 

who admitted photocopying the paper to assist his writing 

up of his own results because he had difficulty with the 

English language. The NIH research £ellow rejected the 

compromise and insisted on an investigation because she 

had become convinced the data in the offending paper were 

invented (Broad and Wade 1983: 168). The endocrinolo-

gists published their paper in spite of the agreement 

to wait until all questions were resolved. Charges were 

made to the Dean by the woman, her superior had disasso-

ciated himself from the matter, and both sides agreed to 

an audit of the data. The data were finally audited in 

January 1 9 8 0 and were discovered to ---be II f u d g e d 11 ( Broad 

1980c: 41). 

Outcome: The junior colleague was asked to resign and 

did (Broad and Wade 1983: 175). Another audit of other 

studies was ordered to learn the extent of the manipula-

tion of data; between 25 and 50 percent of the raw data 

had disappeared (Broad 1980c: 41). Eventually twelve 

papers were retracted, ten of them coauthored with the 

senior endocrinologist (Broad and Wade 1983: 176). 

Comment: The data generated by the junior colleague 

had always given the appearance of being "clean" and 

"beautiful" (Broad and Wade 1983: 174). 
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Place: University. 

Offender: Physiologist and Reader. 

Time: 1981. 
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Facts: An internal investigation confirmed that data had 

been falsified in experiments the physiologist's junior 

colleagues were unable to replicate. The physiologist 

insisted falsifications were confined to data published 

in one paper. 

Outcome: The physiologist resigned his post. 

Comment: His senior colleagues expressed surprise that 

"such a talented person, well supported by the Wellcome 

Foundation and the Public Health Services, should have 

followed such a course" (Nature 1981: 509). 

Case No. 5 

Place: University. 

Offender: Professor and developmental biologist. 

Time: 1983. 

Facts: Three assistants raised questions about the va-

lidity of some of their superior's experimental results 

(New Scientist 1983: 609). The Dean of Science attemp-

ted to quell the dispute by keeping the evidence supplied 
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by the three graduate students in the hands of a notary 

for five years in exchange for the promise of "good be-

havior" from the biologist (MacKenzie 1984a: 3). The 

biologist, at the urging of his department head, signed 

a confession which he later retracted (MacKenzi~ 1984c: 

4). Pressure from university faculty forced administra-

tors to appoint a six-member inte~national committee to 

review the matter. The committee found "no compelling 

evidence of fabrication of data," but did find "numerous 

corrections, errors and discrepancies" in records of his 

experiments that warranted repeating the experiments 

(MacKenzie 1984a: 3). The errors and discrepancies re-

ferred to "increasing the ratio of successful to unsuc-

cessful experiments. Numbers were altered by as much as 

30 per cent" (MacKenzie 1984c: 4). The inability of 

staff at the Jackson Laboratory at Woods Hole to repli-

cate experiments done in collaboration with a staff mem-

ber resulted in recommendations that those experiments be 

repeated (Marx 1983: 1254). 

Outcome: The biologist was reinstated to the faculty. 

Dissatisfied with the decision, fellow science faculty 

set up their own commission to investigate the matter; 

the biologist's tenure is also under review (MacKenzie 

1984b: 7). Nearly all of the 30 people in his labora-

tory have left complicating the replication of his 
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experiments (MacKenzie 1984b: 7). On the basis of the 

committee's report, the Swiss national science foundation 

has· cut ·off funding. The renewal of NIH funding is "on 

hold" because of "inconsistencies in reporting data" sug-

gesting the possibility of an "invention" (Norman 1984b: 

265). Further investigation revealed a number of fiscal 

irregularities (MacKenzie 1984c: 4). 

Case No. 6 

Place: University. 

Offender: Undergraduate student. 

Time: 1974. 

Facts: An honors student who had participated in a 

series of important experiments in the laboratory of a 

biochemist and immunologist was found to have forged 

several letters of recommendations for medical school, 

admission to Phi Beta Kappa, and a scholarship (Reinhold 

1974a: 1). The experiments led to the discovery of a 

substance they called a "transfer factor" which the 

group believed possessed properties capable of mobilizing 

the immune system (Reinhold 1974a: 56). In the months 

that followed neither the student, the biochemist, nor 

any of his graduate students could reproduce the immune 

response in other guinea pigs. When the student's 
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forgeries were discovered, the biochemist and graduate 

student who.coauthored the papers sent letters to the 

journals: "since April 1974, no member of the group has 

been able to prepare active material. This has led us to 

be concerned that our original positive results may not 

have been obtained by the procedures described" (Dressler 

and Potter 1975: 409). 

Outcome: The student was expelled from the university. 

He steadfastly denied having invented the skin rashes in 

the guinea pigs (Reinhold 1974b: 22). 

Comment: Some faculty found the forgeries unbelievable 

since the student's grades and performance would have 

earned him glowing letters of recommendation from any of 

his teachers and acceptance into any medical school 

(Reinhold 1974a: 56). 

Case No. 7 

Place: Research Institute and hospital. 

Offender: Member of the Institute. 

Time 1974. 

Facts: When a laboratory assistant of a dermatologist 

was placing a laboratory mouse used in a skin graft ex-

periment back into a cage, he discovered one of the 

"grafts" had been painted on (Culliton 1974a: 650). 
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The assistant told others in the lab and a research fellow 

reported the incident to the Director of the institute who 

immediately confronted the dermatologist with the facts. 

The dermatologist later admitted that on his way to a 

meeting with the director to discuss his research he 

"took out his felt-tipped pen and darkened areas of two 

of the 18 mice" he intended to use to demonstrate some of 

his research was successful (McBride 1974: 1392). The 

director appointed an internal committee to investigate 

the mouse painting episode and review related research 

and previous work which supported the graft experiments 

of the young dermatologist (Culliton 1974a: 646). The 

review committee found the graft patches of two mice had 

been "painted on," and that there was a "lack of properly 

organized and analyzable data" to support his previous 

work (Culliton 1974b: 1156). 

Outcome: The dermatologist resigned, given a medical 

leave with a ye?r's salary while he coped with his stress 

induced "illness" (McBride 1974: 1391). He now prac-

tices his specialty in private practice in another state. 

Comment: For some time immunologists had been unable to 

replicate his grafting experiments, a circumstance at-

tributed at the time to difficulties of technique. 

Later, other immunologists not only replicated his work, 

but advances in immunology allowed explanations for why 
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his early experimehts produced spectacular and successful 

results while others failed to replicate those results 

and he could not repeat them leading to impulsive and 

drastic behavior (Wingerson 1981: 527-529). 

Case No. 8 

Place: Medical School and Private Corporation. 

Offender: Senior physiologist. 

Time: 1982. 

Fact: After being asked repeatedly to furnish part of 

his raw data to the president of his firm, a senior re-

searcher confessed to having falsified a number of ex-

periments supporting patents on ~iological materials. 

The bulk of the fabrications occurred while he was on the 

staff of a medical school and doing research under con-

tract for the firm (Walsh 1983a: 153). The chief execu-

tive of the firm informed the medical school which laun-

ched an investigation. During the school's inquiry, a 

committee discovered insufficient documentation in animal 

studies and records for the synthesis of two compounds 

with possible applications to birth control (Walsh 1983a: 

153). The researcher said in interviews that he was 

under pressure to pre-empt others and file patents in 

order to "save the company and gain support for his 
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Case No. 9 

Place: University. 

Offender: Graduate Student. 

Time: 1981. 
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Facts: The graduate student was assigned the purifica-

tion of an enzyme by his mentor when he joined the bio-

chemists laboratory. He completed the purification in a 

fraction of the time required for most students (Broad 

and Wade 1983: 64). He was soon busy identifying and 

purifying other enzymes related to a series of reactions 

he hypothesized were responsible for the characteristic 

behavior of cancer cells(Broad and Wade 1983: 64). His 

postulated, and experimentally supported, "cascade" of 

chemical reactions lent remarkable support to his men-

tor's theory of the cause of cancer, hinged on the ampli-

fication and control systems of a series of reactions 

in cells (Broad and Wade 1983: 64). Working at a feve-

rish pace, the twenty-four year old student identified 

and purified the ATPase and four kinases critical to the 

promising theory (Wade 1981a: 781-782). There was spe-

culation that the experiments of the young researcher 

would earn him and his mentor the Nobel (Broad and Wade 
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1983: 63). His mentor lectured on the amazing dis-

coveries, they published articles, and cancer researchers 

from around the world sent them samples for analysis 

(Broad and Wade 1983: 66). 

Because experiments would only work when he did them, 

he soon earned the reputation of having "golden hands" 

(Broad and Wade 1983: 66, 73). Even after his fraud was 

discovered, experienced biochemists who observed him wor-

king expressed admiration for his mastery of technique 

(Wade 1981a: 782). The tangled web of fabrications began 

to unravel when a biochemist examining a gel prepared by 

his own graduate student and the "superstar" discovered 

the critical, diagnostic bands were the result of a very 

clever introduction of chemicals totally unrelated to the 

experiment (Wade 1981a: 782). The biochemist reported 

the discovery to the student's mentor who demanded that 

the experiments be repeated and enough product produced 

to allow the mentor to replicate the experiments (Broad 

and Wade 1983: 68). He did produce an ATPase that 

worked, and one kinase, but only enough for two trials 

(Wade 1981a: 782). 

Outcome: The mentor asked the student to leave the la-

boratory (Broad and Wade 1983: 68). Later it was dis-

covered that the student lacked both a bachelor and mas-

ter degree and was involved in another state with forging 
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Outcome: The graduate student was dismissed from his 

graduate program. 

286 

Comment: Several researchers suspected the worst, but 

either did not attempt to replicate the experiments, or 

if they did, did not convey the information to the mentor 

(Broad and Wade 1983: 70-71). Some researchers believe 

the fraudulent experiments themselves were remarkable, 

a brilliant "tour de force" (Wade 1981a: 781). The 

graduate student left the university without giving any 

clues to what results were valid, and which were faked 

(Broad and Wade 1983: 69). 

Case No. 10 

Place: University and Research Institute. 

Offender: Postdoctoral Researcher and Biochemist. 

Time: 1977. 

Facts: The researcher was asked to return to an insti-

tute where he had been a postdoctoral student to repeat 

some experiments under supervision that the staff of the 

institute had been unable to replicate (Washington Post 

1977: Al8). At the end of two weeks and four series of 

experiments, the biochemist was unable to repeat his re-

sults (Hamprecht 1977: 764). In an experiment requiring 
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a laborious three day preparation, the biochemist faked 

the resultsJof the final stage, the reading of values from 

the scintillation counter (Muller 1977: 523). At the 

university where his degree was earned, two graduate stu-

dents and a senior biochemist were unable to replicate his 

results following his departure (Muller 1977: 523). Dis-

closure of the falsifications at the institute and the 

university were made in letters of retr~ction printed in 

Nature (Hamprecht 1977: 764, Gullis 1977: 764). In his 

letter which ended with his apology to co-workers and the 

scientific community, the biochemist revealed: "The 

curves and values published are mere figments of my imagi-

nation, and during my short research career I published my 

hypotheses rather than experimentally determined results" 

(Gullis 1977: 764). 

Outcome: A letter of retraction. 

Violation of Federal Regulations 

Case No. 11 

Place: University Medical School 

Offender: Chief of Hematology and Oncology. 

Time: 1980. 

Facts: Two hematologists designed an experiment where 
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patients with beta-zero thalassemia were to be treated 

with gene therapy by removing bone marrow cells, treating 

them with recombinant genetic material, and reinjecting 

the treated cells (Wade 1980c: 511). The proposed re-

search was submitted to the Internal Review Board (IRB) 

of the hospital where the doctors were on the staff, to 

a review committee of an Israeli hospital, and for appro-

val of a hospital in Italy (Kolata and ·wade 1980: 407). 

The IRB deliberated for fifteen months, even consulting 

outside experts, because of the complexity of scientific 

and ethical issues (Wade 1980c: 510). NIH learned of 

the experiments and requested a report of the details 

from the hospital (The President's Commission 1981b: 

182). It was discovered that the physician had_not re-

vealed his intent to use recombinant DNA materials to the 

Israeli hospital committee (The President's Commission 

1981b: 182). 

Outcome: The physician who had carried out the procedure 

without IRB approval was asked to resign as Chief of the 

Division of Hematology and Oncology; he kept his faculty 

position (Watkins 1981: 13). NIH found he violated the. 

regulations to protect human subjects when he failed to 

get IRB and Biosafety Committee approval for the experi-

ments. The sanctions included (1) prior NIH approval of 

any proposal for research involving human subjects, (2) 
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prior NIH approval for any proposal involving recombinant 

DNA, (3) the Director of each institute was to forward the 

NIH report to its advisory council for review regarding 

continuation of funding, and (4) the NIH report would be 

considered with each new and competing renewal of research 

support (The President's Commission 1981b: 183). Of the 

insitutes supporting his research, the National Heart, 

Blood, and Lung Institute's advisory council terminated 

the second and third year of the $240,000 grant. The 

National Institute of Arthritis, Diabetes, Digestive, and 

Kidney Diseases' advisory council voted to continue fun-

ding a grant for $118,000 for nonclinical research. NCI 

terminated one grant for $30,000 supporting clinical re-

search, but conTinued funding a $100,000 grant for non-

clinical research (Sun 1981: 1220). 

Case No. 12 

Place: University Medical School. 

Offender: Member of the Staff and Clinical Researcher. 

Time: 1981. 

Facts: While reading a medical journal, an official at 

NCI learned that a clinical investigator had used a drug 

not approved by FDA for use in humans (The President's 

Commission 1981b: 185). An investigation revealed that 
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the study was carried out without a protocol or consent 

instument approved by the IRB (The President's Commis-

sion 1981b: 186). The consent form used in the drug 

trials failed to describe the risks (The President's 

Commission 1981b: 190). 

Outcome: Most of the sanctions imposed by NIH and FDA 

focused on the researcher's use of an unapproved drug 

based on the incorrect assumption that-it was approved 

(The President's Commission 1981b: 190). NIH terminated 

all research under a contract with the exception of two 

projects put under the direction of another researcher; 

federal officials also initiated recovery of the funds 

used to carry out the unauthorized research (The Presi-

dent's Commission 1981b: 190). A panel of officials 

from NIH and NCI imposed two other sanctions: (1) the 

report of the researcher's offenses will accompany any 

grant proposal submitted to an advisory council for 

funding, and (2) that he be excluded from service on any 

NIH advisory council or site visit team (The Pres~dent's 

Commission 1981b: 191). The hospital censured the 

clinical investig~tor, forbade him to use human subjects 

in research, and removed him as principal investigator 

on any federal grants or contracts (The President's 

Commission 1981b: 190). 
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Place: University. 

Offender: Professor and Biologist. 

Time: 1980. 
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Facts: The researcher was forbidden to continue cloning 

a virus excluded by the NIH safety rules by the Biosafety 

Committee of his university (Wade 1980a: 1101). The 

researcher claimed he had discovered- possible confusion 

between the actual identity of the virus in some cloned 

material and began tests to distinguish whether the 

material was Sindbis virus, a material regulations allow 

to be cloned, or Semliki forest virus, a species barred 

to cloning at that time by NIH rules (Wade 1980a: ----1102). 

In reality the incident was inconsequential because 

by the time the situation was resolved the material was 

reclassified as clonable (Wade 1980b: 1494). The re-

searcher maintains he cloned what he believed to be Sind-

bis virus between December and January 1979 and used the 

material in experiments in January (Wade 1980b: 1494). 

From January through the spring he claims he worked on 

cloning techniques (Wade 1980b: 1494). The Biosafety 

Committee's reconstruction of events after examining his 

lab notebooks and questioning witnesses differs (Wade 

1981c: 27). According to the committee, no experiments 



took place in January, but in March and April using the 

forbidden material, a research plan which began in June 

1979 (Wade 1980b: 1494). 
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Outcome: The committee concluded that either "with know-

ledge," "by mistake," or through "poor record keeping" the 

barred virus was cloned (Wade 1980b: 1495). The commit-

tee concluded that the researcher should not be permitted 

to carry out cloning in the future because of the lack of 

trust (Wade 1980b: 1495). In response to the committee's 

stricture, the researcher resigned (Wade 1980c: 27). 

Case No. 14 

Place: ····Research Institute. 

Offender: Member of the Institute and Psychiatrist. 

Time: 1980. 

Facts: The FDA disqualified the psychiatrist following 

inspections which revealed he had on numerous occasions 

given patients drugs of high potency not approved for use 

in humans (The President's Commission 1981b: 179). The 

FDA inspections exposed serious infractions of the rules 

governing informed consent and keeping of records (The 

President's Commission 1981b: 179). 

Outcome: After the disqualification hearings, the FDA 

informed NIH of its action and the psychiatrist was 



293 

placed on the Alert system (The President's Commission 

1981b: 180). At the time there were no grants or con-

tracts on wl1ich the psychiatrist was a principal investi-

gator, but a research institute employing the psychia-

trist as a Program Director was funded (The President's 

Commission 1981b: 180). The disqualified psychiatrist 

was a member of the committee which allocated the federal 

funds for research in the institute (The President's 

Commission 1981b: 181). 

Appropriating the Work of Others 

No. 15 

Place: University Medical School. 

Offender: Chairman of the Department of Medicine. 

Time: 1983. 

Facts: The Chairman of the Department of Medicine ~as 

accused of plagiarism after he used fifteen pages from 

eight chapters authored by four persons from a book lie 

helped edit in a chapter he wrote for a textbook on en-

docrinology (Norman 1984b: 35). When one of the au-

thors noticed his own material he called the editor of 

the edition from which the material was taken and the 

Dean of the Medical School (Norman 1984b: 35). The 
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accused endocrinoiogist said that he had made notes of 

attribution in the original draft and had asked the edi-

tor of the textbook, who had died of a heart attack, to 

get permission to use the material in his chapter. The 

endocrinologist said he was told permission was granted, 

a mistake he attributed to the possibility that the now 

dead editor probably delegated that task to an assistant 

(Norman 1984b: 36). Representatives of the publishers 

of the pirated text said no permission was asked or given 

(Norman 1984b: 36). The endocrinologist said he dele-

gated the reading of the galleys to assistants so he did 

not know how the attributions were omitted (Norman 1984b: 

36). The medical school's Committee on Ethical Scientific 

Per f o rm a n c e i n v e s t i g a t e d th e ·-c ha r g e s an d f o u n d the en d o -

crinologist guilty of "grossly negligent scholarship," 

but not deliberate plagiarism (Norman 1984e: 1324). 

Outcome: The president of the university censured the 

researcher (Norman 1984e: 1324). While he agreed there 

was no deliberate deception, he judged the Chairman of 

Medicine ''careless in dealing with the intellectual pro-

perty of others" (Norman 1984e: 1324). The Chairman re-

signed his administrative post in the school of medicine, 

but kept his faculty position (Norman 1984e: 1324). 



Case No. 16 

Place: Research Institute. 

Offender: Senior Researcher and Biologist. 

Time: 1983. 

Facts: In a letter to the editors of Lancet a young 

scientist and his coauthors accused his former mentor 
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and doctoral advisor of publishing in an article in Lancet 

his student's ideas which had been published elsewhere 

(Clark tl .§1_. 1983: 359). The former student made re-

ference to sharing a paper with his former mentor: "we 

feel compelled to state that our manuscript containing the 

essential concepts in their Hypothesis article, in a form 

they knew had been submitted in June 1982, and would ap-

pear in January 1983, was in their hands before they 

wrote the article which appeared in the Lancet of Dec. 

25" (Clark il .§1_. 1983: 359). The senior researcher 

admits the student did all the research, but claimed the 

ideas were originally his and that his former student: 

"revealed a strong attachment for ideas irrespective of 

their origin" (Allison 1983: 360). One of the two pa-

pers offered as proof of his former student's intellec-

tual theft was actually coauthored by h~mself (Sattaur 

1983: 423). A number of specialists in the area of re-

search in controversy have supported the student, some 
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having taken part in an intellectual exchange with him as 

the ideas f'or a model of how malaria parasites· are killed 

in the blood stream developed (Sattaur 1983: 423). The 

ideas in controversy have implications for the develop-

ment of new malarial drugs. The young researcher descri-

bed the dilemma his group faced: "The main reasons for 

writing to the Lancet are frustration that we have been 

discredited, that our grants depend on this work and also 

that all the evidence is in writing" (Sattaur 1983: 423). 

Outcome: The conflict is not resolved. 

Case No. 17 

Place: University Medical Schools. 

Offender: Medical Student. 

Time: Between 1977 and 1980. 

Facts: A national of Iraq claiming to be a medical doc-

tor trained variously in Bagdad and Basra, Iraq, and some-

times claiming to be a Ph.D., worked in a succession of 

labs for periods of one to five months (Broad 1980a: 

1440). Often havi~g introduced himself to researchers at 

meetings in England and the continent, he gained entry 

through a combination of letters of introduction, nerve, 

and sophisticated manipulation of the academic system 

through skillful name~dropping and an impressive record 
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of publications (Broad 1980a: 1439-1440). Publication 

of more than sixty articles, many of them in 1979, was 

achieved by pilfering manuscripts and grant proposals from 

the labs of benefactors and rifling mailboxes for manu-

scripts to be refereed (Wheelock 1980: 826, Broad and 

Wade 1983: 42-45). After inventing a new title, manu-

scripts were submitted and published in obscure journals 

(Broad and Wade 1983: 38). 

Eventually, the complaints of au~hors led to a pub-

lic uproar in the pages of several journals (Shishido 

1980: 437). In the midst of the turmoil the nimble cli-

nician nipped off to the West Indies where his M. D. was 

finally conferred by the American University of the Carib-

bean and in a few weeks began a residency in internal me-

dicine (Broad 1980b: 249). 

Outcome: When publicity associated with the charges of 

plagiarism came to the attention of hospital officials, 

they suspended his patient-care privileges and shortly 

afterwards his residency (Broad 1980b: 249). Not many 

weeks later he surfaced in another region of the country 

with a residency in internal medicine in another hospi-

tal, a post subsequently compromised when officials lear-

ned of the scandal (Broad 1980d: 291). 

Comment: Authors of "pinched" materials were not all 

successful in getting retractions printed in journals, 
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and most waited until after the scandal was widely publi-

cized for editors to act (Broad and Wade 1983: 43-44). 

Some authors may wait years for the problems to be sorted 

out. 

Case No. 18 

Place: University. 

Offender: Visiting Researcher. 

Time: 1980. 

Facts: Another individual attempted to publish a paper 

in the Canadian Journal of Chemistry, a paper published 

elsewhere by a group of Swedish researchers. The manu-

script caught the attention of the editor because one of 

the references was to a Swedish group whose research had 

already been "pirated" (Nature 1980: 433). The editor 

looked up the original publication and discovered that 

the published paper and manuscript were identical (Nature 

1980: 433). 

Outcome: One of the addresses given on the paper was 

that of a university in the United States. The editor 

of the journal complained to administrators of the uni-

versity and the researcher's visiting appointment was 

withdrawn (Nature 1980: 433). 



Inappropriate Use of Data 

Case No. 19 

Place: Private Firm Subcontracting to NCI. 

Offender: Pathologist and senior researcher. 

Time: 1981. 
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Facts: The pathologist jeopardized his job by using the 

Cancer Center address when circulating a paper reporting 

the results of his private research concluding that the 

pesticide malathion is carcinogenic (Marshall 1984: 367). 

NCI received a complaint from the Department of Food and 

Agriculture that the researcher was frightening Califor-

nians and creating a "cancer scare" (Marshall 1984: 367). 

The pathologist worked in a complex of laboratories of 

NCI managed under contract by a large corporation. In 

response to the complaint, the pathologist's superior 

gave him a letter of reprimand for mailing his personal 

unreviewed report from the facility citing him for "in-

competence and unprofessional conduct" (Marshall 1984: 

367). 

Somehow lobbyists for the chemical industry and 

their association got a copy of the letter which they 

had published in Pesticide and Toxic Chemical News. 

Lobbyists for the manufacturer of the pesticide met with 
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the aide of one Congressman in an attempt to use the letter 

to launch a hearing focusing on sloppy science and the en-

thusiasm for "banning" pesticides (Marshall 1984: 367). 

The pathologist was the target of their attention because 

he had been an influential figure in pesticide research 

frequently serving as an expert for the government, in-

cluding the Canadian government (Marshall 1984: 368). 

Outcome: The pathologist resigned his post and after pub-

lication of the letter of reprimand in which he was charac-

terized as "unprofessional," "obstreperous," and arrogant" 

(Marshall 1984: 368). He sued two federal agencies, sev-

eral private firms, the journal, and a number of individ-

uals in three separate law suits. The first of the three 

suits has been tried and resulted in a favorable verdict 

for the plaintiff, but not money (Fox 1984: 151). The 

court ordered the letter of reprimand destroyed because it 

included "false allegation" (Fox 1984: 151). 

Case No. 20 

Place: University: 

Offender: Graduate Student. 

Time: 1980. 

Facts: A doctoral student in anthropology was the sub-

ject of an investigation by his department following 



301 

allegations of misconduct during his field research in 

China (Anderson 1983: 567). Members of the Chinese 

government alleged the student attempted to remove anti-

que coins from the country illegally, breached rules re-

gulating travel, lacked permission to bring a secretary 

into the country, and used photographs of Chinese women 

being aborted for political purposes (Anderson 1983: 

567). 

Outcome: The student and officials have kept confiden-

tial the contents of the report which served as the basis 

for his dismissal for "illegal and seriously unethical 

misconduct" (Norman 1983a: 1133). An outside panel re-

viewed the case, and two internal appeals failed to re-

verse the department's decision (Sun 1983a: 838, 1983b: 

147). University officials claim the student was dismis-

sed because of a "pattern of behavior" characterized as 

a "deliberate disregard for the law," "a manipulative 

approach" to those studied, as well as a "lack of candor" 

(Sun 1983b: 147). The initial inquiry relied heavily on 

allegations made by the student's former wife (Sun 1984a: 

701). The graduate student contends his dismissal is the 

result of political pressure from the Chinese outraged 

by the exposure of the "barbarity" of their policies of 

popul~tion control (Anderson 1983: 567). 
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SOCIALIZATION AS A DETERRENT OF MISCONDUCT 

Although socialization begins in undergraduate labb-

ratory class, intensive training usually begins in the 

postgraduate years. Research training of clinical and 

nonclinical researchers differs in several ways. Both 

have initial training in laboratory techniques and prac-

tices as undergraduates and more advanced laboratory ex-

perience in graduate, or medical school. After receiving 

clinical training,aspirants for careers in academic medi-

cine gain postgraduate research training in both labora-

tory and clinical settings through a research fellowship. 

The postdoctoral fellow (postdoc) also has the research 

experience required for a dissertation. Unlike the re-

search fellow who is taken out of the laboratory by his 

clinical duties, a postdoc is usually free of teaching 

so that he can have an intense period of research in 

order to acquire more specialized skills and training 

under the supervision and direction of an experienced 

researcher (McGinnis il .!!.!_. 1982: 719). 

The amount of direction given to aspiring resear-

chers varies. Some lab dire~tors confine themselves to 

the role of "idea man" giving the team guidance, the 

benefit of experience, and creative direction (U. S. 

House of Representatives 1981: 82). Some lab directors 
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review only summaries of data and join in the composition 

of the manuscript, others review original data (U. S. 

House of Representatives 1981: 81). In Case No. 1 

(p. 272) the lab director met with his research fellows 

once every six or eight weeks, others meet with their 

fellows once a week during which there is a discussion of 

data (Culliton 1983b: 32). In Case No. 10 (p. 286) the 

postdoc complained he had had very little direction as a 

graduate student: "they were just after results" (Muller 

1977: 523). In Case No. 9 (p. 284) the mentor admitted 

he had done very little "checking up" on his student 

(Broad and Wade 1983: 72-73). Two of the PI's staff 

complained that he had become inaccessable; he was out of 

reach of some staff for weeks during periods when writing 

grants or meeting other demands on his time (1). 

The individuals charged with misconduct in the cases 

described above possessed the intellectual abilities to 

earn recognition and prestige in science by adhering to 

conventional behavior, yet the rules were ignored. 

Scientists place a premium on creativity, its "built into 

the universe of their discourse" (Storer 1966: 58). The 

undergraduate in Case No. 6 who forged letters of recom-

mendation was a "gifted" student (Reinhold 1974a: 56). 

The cardiologist who admitted faking data in Case No. 1 

was described as the most "remarkable" research fellow 
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his mentor had had in 30 years, "intellectually brilliant" 

and "charismatic" (Broad 1982b: 875). The graduate .. stu-

dent with "golden -hands" was believed to be a future 

Nobelist (Broad and Wade 1983 : 64). The PI was recog-

nized as exceptionally intellectually gifted by some of 

his colleagues, even "brilliant" (2). Socialization, even 

when combined with exceptional ability, was either insuf-

ficient or not internalized and not effective enough to 

deter deviant behavior in these cases. 

THE ROLE OF PEERS IN EXPOSING MISCONDUCT 

In the ideal world peers discover nonconformity with 

cognitive and moral norms and act promptly and appro-

priately to bring the deviant scientist into conformity, 

or exclude him from science. The normative system of 

science requires peer involvement to maintain organized 

skepticism and disinterestedness on the part of scien-

tists. Peer evaluation is essential to upholding stan-

dards of performance. Carrying out peer responsibilities 

is rewarded behavior (Zuckerman 1970: 127). Ordinarily 

reserved for the established, it is an avenue to pres-

tige and symbolic acceptance as an expert (Zuckerman and 

Merton 1971: 99). 

Retrospective peer evaluation of research results 
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ideally monitors the performance of scientists, and 

through the distribution of rewards to those who perform 

adequately maintains standards (Zuckerman and Merton 1971: 

66). Adherence to standards builds a scientist's fund of 

recognition and the trust of colleagues in his work 

(Storer 1966: 103). The more recognition a scientist 

has, the more visible he becomes to peers, and the more 

recognition he earns (Mulkay 1977: 103). There is a 

"cumulative advantage" creating an inherent inequality 

that favors the established regardless the merit of the 

work (Allison il !!.!_. 1982: 615). Researchers with an 

established reputation find it easier to publish than the 

unknown (Storer 1966: 133). Eminent researchers pose 

problems for evaluators: critics are intimidated out 

of fear of disclosing gaps in their own knowledge, or 

adversely impact their careers if they offend him (Storer 

1966: 104). Many manuscripts never reach referees. 

Zuckerman and Merton found that 87% of the manuscripts 

of the highest ranked and 73% of the middle ranked were 

evaluated by editors and were never cycled to referees 

(1971: 87). Referees received about 58% of the rest of 

the manuscripts which required scrutiny (Zuckerman and 

Merton 1971: 87). 

Scientists who publish early, in their predoctoral 
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years, tend to co~tinue to publish at a higher rate 

(Long il .!!l_. 1979: 826). Postdoctoral fellows have an 

advantage in getting jobs, and tend to gravitate to posi-

tions where they are rewarded for publishing (Long and 

McGinnis 1981: 431). Universities differentially re-

ward early publication by allocating favored teaching 

slots, facilities, and funds to do research to top per-

formers (Reskin 1977: 500). Within universities the 

advantages of publication are cumulative earning perfor-

mers greater access to resources for rewards and promo-

tions, which are based on publications. 

In Case No. 1 (p. 272) further investigation re-

vealed previous data fabrication. While at another medi-

cal school, he published papers coauthored by established 

clinical researchers on results of non-existent projects, 

and in another paper collaborators were apparently fic-

ticious (Culliton 1983d: 936). The articles were in 

journals for years before they were discovered during the 

last of three investigations. In Case No. 3 (p. 276) the 

disclosure followed a data audit done at the insistence 

of the author of a plagiarized paper, the extent of the 

fabrication, which proved to involve the results of other 

studies, required yet another data audit (Broad 1980c: 

38-41). In Case No. 8 (p. 283) fabricated data from a 
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number of experiments, which had been published in 

several articles, was not discovered by peer evaluation, 

but after internal investigation (Walsh 1983a: 153). 

The pathologist who falsified data in experiments on im-

mune complexes (p. 274) told Congressmen: ''there is no 

way a reviewer can evaluate experiments that haven't been 

done" (U. S. House of Representatives 1981: 60). When 

fraud is committed by a savant with the ability to pre-

dict a reasonable result, the data appear credible to a 

reviewer. In Case No. 2 a reviewer did raise questions 

about the size of the immune complexes reported and sug-

gested additional experiments (Wade 1981b: 1022). That 

suggestion led to the unraveling of fabrication and 

errors in the published literature for over six years 

(U. S. House of Representatives 1981: 78). 

Plagiarism is uncovered more rapidly. Authors have 

an interest in their intellectual property. Yet in Case 

No. 15 (p. 293) the appropriated material was discovered 

by one of the authors two years after publication when 

he was updating his own material (Norman 1984b: 35). 

The proliferation .of journals to nearly 8,000 has com-

plicated the problem (Broad and Wade 1983: 50). With 

the numbers of papers submitted for publication each 

year, editors can not hope to cope with the problem. 
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In case No •• 18 {p. 298) the editor was able to catch the 

plagiarism because he recognized the reference to the 

group which had originally published the paper (Nature 

1980: 433). Most journals rely on the complaints of 

authors. There is a tendency to treat complaints as dis-

putes over priority (Clark il al. 1983: 359, Allison 

1983: 359-360). Some authors have had a difficult time 

getting journals to retract articles appropriating their 

material. In case No. 17 {p. 296),one German journal re-

fused to retract an article until after the scandal hit 

the pages of other journals (Broad and Wade 1983: 44). 

One of the consequences of Big Science is the tre-

mendous competition to establish priority by publishing 

results quickly in journals designed for rapid publica-

tion (Reif 1961: 1957). In an effort to accomodate au-

thors concerned with priority, these publications are not 

refereed and standards are relaxed (Reif 1961: 1961). 

Numbers of researchers exploit this medium in preference 

to meeting the demands of traditional publication (Ravetz 

1971: 48). Often results published hastily in the ef-

fort to be the first in print are not borne out (U. S. 

House of Representatives 1981:- 67). The result has been 

"slip-shod work" (Reif 1961: 1,961). A former Dean of 
. ' 

the Harvard Medical School has called attention to "a 
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kind of moral issue of our times" brought about by the 

pressure to publish: the practice of publishing in an 

abstract the results "you are anticipating" (Broad 1982a: 

482). 

Replicating results is the core of social control 

in science. Most scientists share the faith of the presi-

dent of the National Academy of Sciences that fraud is 

exposed quickly by replication (U. S. House of Representa-

tives 1981: 12, 60). Some believe it to be the most ef-

fective method of exposing fraud (U. S. House of Repre-

sentatives 1981: 84). But most important experiments 

cost more money than most researchers can afford to take 

from other projects or their own income (Ravetz 1971: 

44). Work that is not significant is less likely to be 

replicated because of lack of interest. Most replications 

take place when work is being used as the basis for the 

"next logical experiment," or when it is used in related 

research. The emphasis is on creativity and originality 

in funding research (U. S. House of Representatives 1981: 

45). The Director of NIH told Congressmen it is not the 

practice to replicate research. If research is, found 

to "have significance it will be repeated and retested 

in numerous ways from that time" (U. S. House of Repre-

sentatives 1981: 41). 
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In some case~ discussed above other researchers did 
. 

try to replicate results. In Case No. 9 (p. 284) other 

researchers tried, but blamed their lack of success on 

faulty techniques. Two researchers were suspicious and 

expressed concern to the graduate student's mentor, but 

held back from challenging the validity of the data 

(Broad and Wade 1983: 71). In Case No. 7 (p. 281) when 

scientists failed to replicate the dermatologist's re-

sults, they gave up rather than invest more time and ef-

fort (Culliton 1974a: 649). Suspicions were aroused by 

grafts which looked peculiar; one scientist admitted he 

"lacked the moral courage to mount a challenge" (Broad 

and Wade 1983: 155). Where researchers had not only 

time an~~effort invested, but also their own reputations, 

they persisted. After the investment of four man years, 

researchers finally stopped trying to replicate the ex-

periments following a confession of fraud in Case No. 10 

(Muller 1977: 523). In Case No. 6 (p. 280) a researcher 

gave up trying to replicate experiments after his student 

admitted forging recommendations (Reinhold 1974a: 56). 

THE REWARD SYSTEM AND SOCIAL CONTROL 

The review of proposed research is the prospective 
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aspect of peer eva~uation. Since only a fraction of pro-

posals sub~itted are approved for funding, 25% at NSF and 

about 45% at NIH, the application for funding is a highly 

competitive process (Kenward 1984: 13, Mandel 1983: 

339). Writing grants is a time consuming activity and 

requires additional man hours to evaluate proposals which 

can be as long as 100 pages (Culliton 1984: 1401). Be-

cause of the significance of funding for research and 

career building, the decisions of reviewers have impor-

tant consequences for scientists shifting the locus of 

his intellectual property from his publications to the 

grants which make them possible (Ravetz 1971: 46). 

The influence of the importance of grant funds on 

the behavior of the individuals involved in cases des-

cribed above is revealing. In Case No. 7 the dermatolo-

gist admitted that pressure "generated by my schedule was 

aggravated by professional pressure which regrettably is so 

much a part of medical research. Time after time, I was 

called upon to publicize experimental data and to prepare 

applications for grants from public and private sources" 

The biologist in Case No. 5 explained having claimed 

non-existant results on a grant application as the result 

of the proposal having been written in a hurry (MacKenzie 

1984a: 3). In Case No. 2 the researcher later testified. 
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before a House subcommittee that he was so busy writing 

a renewal df his current grant he did not take the time 

to repeat his assistant's experiments, but repor~ed what 

he believed would be expected sizes for the immune com-

plexes (U. S. House of Representatives 1981: 58-59). 

Grant applications for $750,000 of support for research 

based on results of previous research, which had deli-

neated the biochemical characteristics of cell lines he 

had established, contained technical information relating 

to the cell lines which should have signalled contamina-

tion of the lines to reviewers. An official at NIH be-

lieved reviewers failed to question the usefulness of the 

project because of the credentials of the pathologist 

(Wade 1981b: 1025). 

In case No. 3 the junior colleague discovered in a 

manuscript sent to his senior colleague the results of 

an insulin binding experiment identical to one he had 

gotten IRB approval to perform two years earlier, but 

had not yet done (Broad 1980c: 39). One month later 

he submitted the paper for publication in an area of 

research for which. he had received nearly $100,000 from 

NIH (Broad 1980c: 39). In case No. 1 the laboratory 

director allowed the research fellow to continue working 

in one of his labs on a federally funded project after 

data fabrication was discovered because: "the study 
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was heavil~ dependent on constant procedures and techni-

ques and a change in investigator in one of the collabo-

rating laboratories might jeopardize the entire study" 

(Broad 1982b: 874). 

Grant funds tend to concentrate in a minority of 

public and private universities and institutes. Although 

recent studies reject the claims that peer review is just 

an extension of an "old boy" network, the fact that pro-

posals are not judged on merit alone, but also on the 

"track record" of the applicant causes some concern (Mi-

toff and Chubin 1979: 214, Blume 1979: 807). Scientists 

have come to rely on the estimates of peers on the worth 

of their projects and their ability as scientists for the 

means to do research (Reif 1961: 1959). Recipients of 

grants have the competitive edge (Mulkay 1977: 114) To 

keep that advantage well-funded labs avoid risks. 

Working on conventional and well transversed paths is 

safe and ensures getting results and publications (Reif 

1961: 1961). Big Science has shifted the conception of 

success from the imaginative and innovative to the pos-

sible: "the predictable will be discovered in ton lots" 

(Chargaff 1980: 378). The main objective becomes the 

continuation of funding: "from being a series of suc-

cessful research projects made possible by a parallel 
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series of ~dequate contracts, to be a series of success-

ful research contracts made possible by a parallel series 

of adequate projects" (Ravetz 1971: 46). 

EFFECTS OF LABORATORY ORGANIZATION 

Confronting a colleague with accusations of data 

falsification violates the trust which is fundamental to 

collegial relations. Beyond the embarrassment of ques-

tioning someone's honesty, the relationship is changed 

forever. When a junior colleague accuses a senior he is 

confronting an authority. The situation is not only em-

barrassing, it can be perilous for the subordinate's 

career: "The person who imputes such behavior to their 

superior had better be right" (Wade 198Eb: 1022). Con-

versely, overt displays of authority by senior colleagues 

toward their juniors is discouraged. A measure of nob-

lesse oblige is expected. Criticism and evaluation are 

a way of academic life, but there are certain ground 

rules. Foremost is the dictum that criticism be based 

on objective facts, and on the intellectual and scienti-

fic merit of the subject of discussion. The inability 

to replicate an experiment can stem from a variety of 

reasons to do with techniques, methods, or experimental 
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conditions. An accusation of fraud demands proof. 

There is only one kind of proof acceptable to the 

scientific community: raw data. Who has access to raw 

data is structured by the work relations of the labora-

tory and rules of etiquette. There are three major types 

of working situations extant in the era of Big Science. 

Some laboratories without abundant funding follow the 

traditional pattern of a professor doing research with 

the assistance of a student or two. There are projects 

in nuclear physics, for example, which involve as many 

as fifty senior researchers, and a cadre of research 

associates, postdoctoral fellows (postdocs), and graduate 

students (Hagstrom 1964: 253). Projects of that size 

are really large collaborative efforts which involve a 

great deal of specialization and in reality represent a 

number of sub-projects combined (Whitley 1978: 437-438). 

Somewhere in between is the large laboratory more 

characteristic of the research described in the cases 

above. The director of a laboratory is a senior re-

searcher, or an up-and-coming junior researcher. In the 

case of the senior researcher there may be more than one 

laboratory involved and the help of one, or more, junior 

colleagues. There may be specialists, Research Associ-

ates, who have mastered experimental techniques and the 
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the use of sophisticated machinery needed in the labora-
J 

tory's program of projects (Hagstrom 1964: 254). Most of 

the labor of the laboratory will be provided by research 

fellows, postdocs, graduate students, and technicians. 

For efficiency there is a division of labor. Indivi-

duals acquire expertise in techniques and methodologies 

by this specialization. Each person collects a speciali-

zed "piece" of the data set of the project. In a busy 

laboratory the amount of information sharing between lab 

benches is a matter of informal relations and "style" of 

the group. The director and chief of the laboratory have 

access to the data of subordinates; Jerome Ravetz cautions 

researchers in judging the reliability of data generated 

by assistants: 

The encountering of pitfalls through the 
making of judgements influenced by expectations 
is shown most clearly in the hazards of using 
research assistants, working essentially as 
technicians, for the production of data. For 
the assistant will generally know what his su-
pervisor expects to find; indeed, he must have 
such explicit expectations if he is to make the 
first judgements on the soundness of the data. 
But when unexpected and contrary results appear, 
he must make a judgement on their significance, 
balancing his own limited technical competence 
against the superior understanding of his master, 
and perhaps being influenced by political con-
siderations as well. The natural course of ac-
tion is to present the information from which 
the anomalous data have been expunged. If the 
supervisor is concerned to have evidence derived 
from genuinely sound data, he must go to the 
trouble of training his research assistants in 
genuinely critical and independent thinking 
(1971: 95-96). 
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EXPLANATIONS OF MISCONDUCT 

A segment of the scientific community perceives mis-

conduct as stemming from flaws in the character of indi-

viduals: "there are those prone to unethical behavior" 

(U. S. House of Representatives 1981: 84). The fabrica-

tions of the cardiologist in Case No. 1 were attributed 

to dishonesty as a permanent flaw when it was discovered 

that he had probably fabricated data earlier in his ca-

reer as an undergraduate and later when a resident (Cul-

liton 1983b: 34). Some explain misconduct as the pro-

duct of personal ambition. The hematologist who per-

formed operations outside of the U. S. that were not 

approved by the IRB of his hospital was believed by some 

to be pursuing "personal glory" (Wade 1980c: 510). In 

Case No. 17 the aspiring researcher took the shortest, 

if unethical, route to recognition by way of plagiarism 

in the opinion of some affected individuals because he 

was impatient for recognition: "He is very smart, very 

ambitious, and rich as hell. He does not need .§!.!!..Y. money. 

When you've got aJl these three things together, all you 

want to do is become famous" (Broad 1980a: 1439). 

In our society the trend to "medicalize" deviance, 

the redefinition of nonconforming behavior as an "ill-

ness," has encompassed many areas of social life (Voss 
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1977: 21). Many ~reas of human conflict are cast in the 

linguistic terms of diseases. Medicalization of deviance 

has been incorporated into the explanations of some cli-

nical and non-clinical researchers for misconduct on the 

part of scientists (Swazey and Scher 1982: 185). In the 

cases presented above there was an inclination to rely on 

psychological explanations like those of the President of 

the National Academy of Sciences who referred to scienti-

fic misconduct as: "psychopathic behavior originating in 

minds that made very bad judgments-ethics aside--minds 

which in at least this one regard may be considered as 

having been temporarily deranged" (U. S. House of Repre-

sentatives 1981: 12). 

Some persons reach into the childhood of the offen-

ding researcher for an explanation. In the case of the 

student who forged letters of recommendation and was ac-

cused of faking data in Case No. 6, some faculty con-

nected his intense commitment to achievement to the fact 

he had been a diabetic since three years old and "may 

have believed he would not be long-lived" (Reinhold 1974a: 

56). In the case of the graduate student who was be-

lieved to have faked the discovery of a series of kinases 

one researcher believed the student was "emotionally un-

able to cope with authority'' (Broad and Wade 1983: 69). 

When asked for results, the graduate student, anxious to 



to please his mentor: "would provide the answers and 

p 1 ea s e h i s ~, fa t h er , ' and a t th e same t i me he w o u 1 d be 

messing it up" (Broad and Wade 1983: 69). The mentor 
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of the young cardiologist thought the fabrications dis-

covered by other laboratory personnel comprised a "single 

bizzare act" on the part of the research fellow (Broad 

1982b: 875). 

Speaking of the causes of dishonesty in science, one 

Nobel laureate said: "There is no question that the 

pressure on research workers grows because of limitation 

of funds and the increasing formalism of the academic 

world, with its demands to produce and appear successful, 

and I am sure that everyone has a cracking point'' (Wade 

1981b: 1025). The pathologist in Case No. 2 was be-

lieved to have "succumbed to intense pressure for Govern-

ment grants and recognition" (Knight 1980: 22). In Case 

No. 7 a member of the internal review committee told the 

press that after consulting with the dermatologist's wife 

and psychiatrist: "he has been suffering from an emo-

tional disturbance of such a nature that he has not been 

fully responsible .for the actions he has taken or the 

representations he has made" (McBride 1974: 1403). 

In explaining their own actions, wrongdoers with 

status tend to lean on the responsibilities of their 
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position. The medical school administrator in case No. 

15 who used the material of others without attributi9n 

said he had done so inadvertently when he delegated re-

sponsibility for final preparation and the reading of 

galleys to others (Norman 1984a: 36). The biologist in 

case No. 5 explained the errors and ommissions in his 

records as the result of trying to carry out experiments 

while he was moving his laboratory from one building to 

another (MacKenzie 1984 b: 3). He claimed he was "under 

too much pressure, and simply made mistakes" (MacKenzie 

1984a: 3). 

Others have cited "pressure" as the factor respon-

sible for their actions. The student who referred to his 

acts of forgery as "irrational, highly regrettable, and 

unquestionably wrong acts" blamed their commission on: 

"almost constant pressure on a controversial project, 

spending excessive time in the laboratory, and a deman-

ding course load" (Reinhold 1974b: 27). The dermatolo-

gist in case No. 7 claimed he enhanced the appearance of 

skin grafts as the result of pressures of professional 

commitments and re~earch which left him: "frustrated 

and distraught, and this culminated in the state of com-

plete mental exhaustion" (McBride 1974: 1402). The 

pathologist believed he had acted "in haste" while 

"trying to do too much work" (Knight 1980: 22). 
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Like t~e PI, some researchers believed themselves 

victims of political manipulation (3). The anthropolo-

gist in case No. 20 who was dismissed from graduate school 

for "illegal and unethical activities" during his field 

research claimed he was ousted for political reasons be-

cause he had disclosed the "sheer barbarity" of population 

control in China (Anderson 1983: 567). 

Not all plagiarists admit their misdeeds. One re-

searcher accused of appropriating the work of his stu-

dent in case No. 16 stoutly maintained the student stole 

ideas from him citing as evidence a paper they had coau-

thored together (Allison 1983: 360). Another individual 

accused of filching a number of papers claimed his work 

had been plagiarized by others (Broad 1980b: 249). 

Researchers can come to believe they know what the 

answers will be to problems. The pathologist said part 

of his inability to confront the possibiilty of contami-

nation of his cell lines was: "I had tremendous faith 

in the cell lines. I had worked so hard on them that I 

believed they were the real thing" (Wade 1981b: 1025). 

In his letter of retraction, a researcher explained why 

he published his hypotheses rather than real data: "I 

was so convinced of my ideas that I simply put them 

down on paper" (Gullis 1977: 764). Claiming he had 
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not given much consideration to the ethical issues of his 

actions, the biochemist in Case No. 8 said: "I knew you 

could say things in American patent applications as long 

as you said it could be done, and I was close to getting 

it done anyway. Deliberately, I used the wrong tense" 

(Farber 1982: B4). 

Some wrongdoers are contrite. Expressing regret 

for having done two experiments without IRB approval, the 

hematologist in Case No. 11 admitted: "I used poor judg-

ment (Watkins 1981: 13). Another researcher accepted 

responsibility for his actions and commented: "I am 

asking forgiveness for whatever I have done wrong" 

(Culliton 1983b: 35). Offering no excuses for himself, 

the pathologist in Case No. 2 who was allowed to resign 

in return for his promise to stay out of research said 

he was "unfair to my colleagues" (Wade 1981b: 1025). 

With disarming candor he told Congressmen why he falsi-

fied data: "the motive was very hasty ambition" (U. S. 

House of Representatives 1981: 62). 

SEARCHING FOR SOLUTIONS AND PREVENTION 

Explanations of misconduct which are founded on the 

offending scientist's lack of character, the "bad apple," 

focus blame on the investigator not the organization or 
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the institution of science. "Medicalizing" deviance re-

moves both organization and researcher from responsibility: 

"rnedicalization is also used in what we see as inappro-

priate was to exculpate individual behavior and to pro-

tect individuals (and sometimes their social groups) from 

disapproval, punishment, or other sanctions" (Swazey and 

Scher· 1982: 187). Neither kind of explanation takes in-

to account the possible contributions of some of the cha-

racteristics of the structure of science to the misconduct 

of some practioners. 

In a recent report and policy statement on scienti-

fic misconduct, the American Association of Universities 

(AAU) created four categories of misconduct: "falsifica-

tion of data, plagiarism, abuse of confidentiality, and 

deliberate violation of regulations applicable to re-

search" (Olswang and Lee 1984: 53). In falsification 

of data the association included not only creating data 

and changing data to more favorable values, but also 

"selective reporting," and includes the "ornmission of 

conflicting data" (Olswang and Lee 1984: 54). The AAU 

category of plagiarism was similarly broadened to include 

appropriating credit for the research of a graduate stu-

dent, even first authorship, in addition to the outright 

theft of another's work (Olswang and Lee 1984: '53). 
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The appropriation bf another's intellectual property is 
. 

extended to unpublished ideas in the category of abuse of 

confidentiality. Ideas, new methods, and new techniques 

can be pirated during the process of peer evaluation of 

research and is more difficult to detect than the theft 

of published work (Olswang and Lee 1984: 54). The AAU 

found that deliberate infractions of regulations concer-

ning research procedures compromises the research process 

and subjects both the researcher and the organization 

sponsoring the work to possible legal liability (Olswang 

and Lee 1984: 54). 

The Association of American Medical Colleges (AAMC) 

addressed the problem of processing allegations of mis-

conduct. In a policy-statement the association urged 

organizations to devise policies and procedures for dis-

posing of charges of misbehavior and to define misrepre-

sentation of data as a "major breach of contract" in 

faculty handbooks (Cullitori 1982: 226). AAMC's guide-

lines for investigations call for a two-tier process. 

The charges would be perused by the chairman of a depart-

ment to cull the ."blatantly frivolous," and then an in-

ternal committee would investigate the allegations in 

confidence (Culliton 1982: 226). If there is found to 

be a bias for the allegations and a more thorough 
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investigation is warranted, confidentiality should be set 

aside to notify collaborators and financial sponsors of 

research (Culliton 1982: 226). AAMC recommended caution 

and care in assuring the process due to the accused and 

protection, but not anonymity, for individuals who bring 

allegations forward (Culliton 1982: 227). 

The AAMC committee advised medical schools to have 

policies for delineating channels of responsibility 

(Culliton 1982: 227). Committee members suggested 

supervision of large research teams and some kind of 

assurance that persons responsible for supervision ac-

tually carr it out (Culliton 1982: 228). The committee 

also recommended changes in publication policies to ensure 

that authors actually have a role in the resear·ch they 

publish and accept responsibility as an author (Culliton 

1982: 228). The committee advised that organizations 

make clear statements that fraud results in termination 

which "puts faculty on notice that fraud will not be 

tolerated" (Culliton 1982: 226). 

Some organizations have developed procedures for 

processing allega~ions of misconduct. At Yale charges 

are first reviewed and the credibility of the research 

judged by an Ad Hoc Committee of senior faculty not in-

volved in the research (Broad 1981b: 311). No data may 
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be published during the review. Results of the review 

are disclosed to the individual bringing the allegations. 

If the allegations are substantiated, financial sponsors 

are informed (Broad 1981b: 311). 

The University of Connecticut has adopted a two-tier 

system which begins with a review of data books and re-

cords by five senior scientists who may take no longer 

than two weeks (Olswang and Lee 1984: 57). The accused 

has the right to hear the charges made, to testify on any 

materials or issues brought up during the investigation, 

and to examine witnesses and evidence (Olswang and Lee 

1984: 57). If there is "reason to suspect misconduct," 

a special review committee which includes outside members 

is convened (Olswang and Lee 1984: 57). During the pro-

ceedings, the accused scientist has the right to be pre-

sent, to examine evidence and witnesses, and to be repre-

sented by counsel (Olswang and Lee 1984: 57). 

Both plans incorporate the suggestion of a Harvard 

"Blue Ribbon" panel that investigations begin internally 

with an investigation by senior professors not connected 

with the research (Broad 1982b: 875). 

eludes notification of collaborators. 

Neither plan in-

Referring to the report of the AAMC, an editorial 

in the N~ York Times took issue with a conclusion of 
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the report that the deterrent of research fraud" is the 

overwhelming probability that fraudulent data will be 

detected soon after their presentation" (July 26, 1982). 

The editor noted: "none of the frauds was originally 

brought to light through the standard mechanisms by which 

scientists check each other's work" (July 26, 1982). 

Even the editor of the New England Journal .2f Medicine, 

himself a member of the committee authoring the report, 

later found it "too sanguine" in light of the evidence: 

"even the most rigorous peer review is not likely to 

uncover fraud" (Reiman 1982: 1416). 

Those who have gained experience through disposing 

of allegations of misconduct have generated some sugges-

tions for ameliorating conditions encouraging misconduct, 

especially data falsification. Mount Sinai Hospital has 

instituted more regular review of colleagues' work by 

faculty, and assurance by department chairman and divi-

sion chiefs that work achieves ''the highest scientific 

standards" (Walsh 1983a: 153). A permanent committee 

of faculty, administrators, and trustees was created to 

generate policies and oversee research procedures (Walsh 

1983a: 153). 

At Harvard a "Blue Ribbon" committee investigating 

an incident produced some suggestions for practices in 
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the laboratory (Sclence 1982: 876). Panelists sugges-

ted that researchers examine credentials when hiring 

assistants. The panel advised that there be frequent 

interaction between researchers and fellows, and super-

vision which includes "regular, in-depth scrutiny of the 

primary data and the calculations leading to presentation 

of results." .Panelists suggested teams be encouraged to 

share work and data. They advised the use of blind or 

coded studies, exchange of methods and reagents, and the 

repetition of experiments by others. Procedures for data 

collection, storage, and analysis were suggested to be 

"written, detailed, explicit." Panelists called for an 

"emphasis" on the "quality and significance" of work 

an d d e em p ha s i s on " qua 1-i t y an d v i s i b i 1 i t y • 11 A b s t r a c t s 

in the opinion of panelists should be "reports of results 

worthy of publication" not "bids for appearance on a 

national program." Reporting results in "small segments" 

was found to encourage "dishonesty" because they are 

"less likely to be verified by others'' (Science 1982: 

876). 

A panel at Emory University devised a set of recom-

mendations specific to clinical research. Each trainee 

should have a designated sponsor and all clinical studies 

should be reviewed by senior faculty. There should be 
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regular rounds on patients, and the admissions form of a 

patient should indicate approval for clinical studies. 

There should be a presentation of data, which is to be 

kept for five years. All coauthors must approve a 

publication (Norman 1984d: 581). 

The editor of the New England Journal of Medicine 

had some suggestions of his own for authors. Even if the 

author has not done the research, he should be familiar 

with the research design and know the experiment and 

measurements were executed as claimed: "coauthors should 

be able and willing to defend the paper in public" (Relman 

1982: 1417). 

The suggestions of the various panels and the editor 

of the New England Journal .Q.f Medicine presented above 

are all directed toward the discovery of misconduct on 

the part of students, postdoctoral fellows, research fel-

lows, and junior researchers. Yet in 50% of the cases 

presented the misbehavior was on the part of senior scien-

tists. None of the mechanisms described above convenient-

ly apply to that group because they are beyond the kinds 

of surveillance described. 

A critic of the investigations carried out by the 

various committees and panels observed that "the reviews 

tended to focus on the contents of laboratory notebooks, 
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for instance, rather than the analysis of physical evi-

dence" (Culliton 1983 b: 33). Others have suggested that 

review panels need "professional sleuthing help" (Culliton 

1983b: 33). According to the Deputy Editor of the New 

England Journal .2.f Medicine, one obvious clue in most 

cases is "too-perfect data" (Fisher 1982: 7). The editor 

of the New England Journal of Medicine said of a paper 

submitted by the cardiologist in Case No. 1: "I recall 

thinking at the time that some of the data seemed almost 

too neat" (Relman 1982: 1416). The same observation was 

made by one oncologist of data collected on the oncology 

unit at Medical Center Hospital (4). Data "too good to 

be true" was observed in other cases described above 

(Culliton 1983b: 35, Hunt 1982: 208, Wade 1981a: 781). 

Some scientists believe there is no way to examine 

work in progress: "We could neither afford or design 

such a system" (U. S. House of Representatives 1981: 68). 

Wolfgang Pauli has suggested voluntary assurance programs 

by individual teams or departments: "who are interested 

in discouraging any doubts about their results" (1980: 
. 

546). Quality assurance units could be independent in-

ternal, or external units "depending on the size of the 

research establishment" (Pauli 1980: 546). Pauli des-

cribes quality assurance in a research laboratory: 
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0 

0 
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Assuring that facilities, equipment, person-
nel, methods, practices, records and controls 
conform to internationally accepted Good 
Laboratory Practice. 

Acquisition and review of detailed protocols 
about each stage in the research program. 

Inspection of each stage of the research and 
maintenance of records of results. 

Informing the research director of ·any sig-
nificant problems likely to affect the inte-
grity of the study. 

Assuring that approved protocols and standard 
operating procedures are followed until re-
sults necessitate change. 

Assessment of the necessity and adequacy of 
the changes, scrutiny of the final report or 
paper to assess that it accurately describes 
the methods and standard operating procedures 
and the reported results accurately reflect 
the raw data of the study (1980: 546). 

Admittedly, Pauli's suggestions bear a resemblance 

to the FDA's ''Good Laboratory Practice," a source he 

cites, but they have the virtue of applying to all re-

searchers, senior, junior, or student. Unlike repli-
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cation, quality assurance would involve the mundane as 

well as exciting research. The intense competition at 

all levels of research, even among the established, makes 

omission of any group from systems of control perilous. 

As a former Dean of the Harvard Medical School expressed 

it: "In an environment which can ever permit success to 

become a more coveted commodity than ethical conduct even 

the angels may fall (Ebert 1980: 54). 
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CHAPTER NOTES 

1. Interview of Nurse Oncologist by staff of DMSR on 
November 27, 1981. The interview of a Nurse Oncolo-
gist by field staff of FDA on November 2, 1979. 

2. Interview of Satellite Oncologist on April 21, 1981 
by staff of DMSR. Interview of former fellow on 
October 29, 1980 by staff of DMSR. Interview of 
ECOG Lung Committee statistician on March 26, 1981 
by staff of DMSR. 

3. Alan Lisook of FDA includes a number of explanations 
into what he calls "Andrea Doria" phenomena defined 
as "horrible things which happen to investigators 
which cause unreliable data to be submitted" (1983: 
13). "They were out to get me" is included among 
Andrea Doria phenomena. Other Andrea Doria explana-
tions include: "They were destroyed by fire," 
"They were destroyed by flood," "They were destroyed 
in a hurricane," "They were dropped in a sewer and 
had to be destroyed because of the stench," "They 
were lost in a boating accident." Some Andrea Doria 
phenomena involve mishap: "The hospital closed and 
the records were lost," "My father-in-law threw them 
out," "They were lost in the mail." Some Andrea Doria 
phenomena are the result of the short-comings of 
others: "The Nurse or Resident did it and I don't 
know." Some Andrea Doria phenomena are the result of 
circumstances beyond the control of anyone: "Co-
investigators dead or missing,'' "Clinical Lab Techni-
cian dead or missing." 

4. Interview with City Hospital Oncologist on September 
29, 1983. 



CHAPTER VI 

THE CONSEQUENCES OF MISCONDUCT 

The incidents described in Chapter V happened in the 

United States, England, and on the continent. Misconduct 

is found in the "best'' places. The universities, insti-

tutes, and hospitals involved in the United States in-

clude Harvard and its affiliated hospitals (three in-

stances), Stanford (two instances), Yale, Cornell, Boston 

University, UCLA, University of California - San Diego, 

Sloan Kettering, M. D. Anderson Hospital, and Mount 

Sinai Hospital. While the prestige of the organizations 

involved would imply high standards of coRduct in re-

search and scholarship, they are also locations of sub-

stantial research activity. Active centers of research 

can be expected to provide more opportunities for mis-

conduct by virtue of the greater volume of research. 

Of the twenty cases described in Chapter V, only 

one did not involve biological or biomedical research. 

Ten of the twenty episodes occurred in glamour areas of 

biomedical science, seven in cancer research and three 

in cardiology and hematology. Two of the incidents of 

falsification happened in the ''fast lanes" of the chemis-

try of the brain and its metabolism. The other seven 
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were distributed among psychiatry, endocrinology, and 

other areas of physiology. Ten of the twenty offending 

individuals were, or are, clinical researchers and hol-

ders of the M. D., most with Ph. D. 

The distribution of kinds of misconduct can be 

found in Table V below. Falsification of data makes up 

the largest portion, 55%, with plagiarism making up the 

next largest percentage, 25%. InfractiGns of federal 

regulations and conduct which threatens public safety 

makes up the next 15 and 10% of the twenty cases. Given 

the small size of the sample and the indiosyncratic na-

ture of the reporting of misconduct, the distribution 

shown may be an artifact of reporting more sensational 

misconduct and unrelated to the actual distribution of 

the kinds of misbehavior on the part of scientists. 

TABLE V 

Distribution of Kinds of Rule-Breaking 

Kind of Misconduct n % 

. 
Falsification of Data 11 55 
Plagiarism 5 25 
Use of Human Subjects 3 15 
Public Safety 2 10 

21* 100 
*One Case Combined 

Plagiarism and Fra.ud 
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The kinds of·rule-breaking can be separated into 

two groups. One group involves infractions which concern 

sanctions imposed by universities, hospitals, and insti-

tutes which sponsor research and employ scientists. Or-

ganizations sponsoring research ultimately shoulder most 

of the responsibility for sanctioning fabrication of data 

and all of the burden for penalizing plagiarism. Those 

sanctions frequently focus on continuing employment. 

Government agencies sanction breaches of federal regula-

tions and threats to the public safety as well as falsi-

fication of data when it involves federally funded re-

search. Penalties for this group of improprieties usual-

ly focus on the means for doing research and are less 

severe in that they may affect promotion and reputation, 

but not disrupt employment (see Table VI). 

Table VI displays the twenty cases by the status of 

the individuals involved and the severity of the sanctions 

imposed. Organizations were assigned more status than 

individuals. In ranking status each category represents 

some significant differences either in education or ex-

perience, or bot~, from its predecessor. For example, 

most technicians have an undergraduate degree and tech-

nical experience, but are different from graduate stu-

dents with technical experience in career expectations. 
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Categories of sanctions and rank order of severity 

were constructed from the sanctions actually imposed and 

the apparent impact on the scientific careers of the in-

dividuals concerned. The withholding of a degree was 

considered the most severe sanction because either the 

Ph. D. or M. D. is now a fundamental credential for any 

career in science, the day of the amateur is long over. 

The loss of a license is similarly severe because it is 

an essential credential. Employment perturbations were 

of two kinds: the loss of a faculty, or research posi-

tion, and the loss of an administrative position. Many 

of the individuals who lost positions in this sample 

found appointments elsewhere (1). The loss of an ad-

ministrative post i~ obviously confined to higher status 

individuals. Debarment w~s ranked more severe than a 

letter of retraction because it carries with it manda-

tory publication in the Federal Register and is normally 

featured in the pages of the scientific press. A letter 

of retraction is similarly severe because of the public 

nature of the act as compared to the remaining sanctions 

which may, or may not, be publicized with accompanying 

potential for damaging reputation. Federal sanctions 

tend to restrict research practices. They may affect 

productivity, but not employment directly. 



TABLE VI 

Severity of Sanctions and Status 

CASE 

1 
2 
3 

4 

5 

6 

7 

8 

9 

10 
11 
12 
13 
14 
15 
16 
17 

18 
19 
20 

*Status of 
Offender 

5 
6 

6 

7 

7 

2 

6 

7 

4 
5 

7 

7 

7 
7 

7 

7 

5 
6 

7 

4 

Lay Person 1 
Undergradua~e 2 
Technician 3 
Graduate Student 4 
Fellow, Postdoc 5 
Junior Researcher 6 
Senior Researcher 7 
Organization 8 

ved 

*Status of 
Informer 

5 & 3 
5 
5 

6 & 5 
4 

8 

5 

7 

7 

7 

8 

8 

4 

8 

7 
6 

7 

7 

8 

8 

**Sanctions 

**Sanction 

6 & 5 
6 
6 

6 

2 
8 

6 

6 

8 

8 

3,2 & 1 
2 & 1 

1 
1 
3 

*** 
6 

6 

1 
8 

Research Restricted 1 
Funding Lost 2 
Loss of Post 3 
Retraction 4 
Debarred 5 
Employment Lost 6 
License Lost 7 
Degree Lost 8 

337 



338 

With the exception of students, iti most instances 

of data falsification, the persons reporting the fraud 

have a lower status than the offender. In Figure 15 the 

most severe sanction imposed on a researcher was plotted 

against the amount of difference between the status of 

the perpetrator and the person reporting the misconduct. 

Individuals with more status than their informers tended 

to experience fewer and less severe sanctions. Indivi-

duals at the other end of the spectrum who had much less 

status than their accusers fared the worst. Although 

the sample was small, there was a tendency for status to 

be negatively associated with severe penalties. Reputa-

tion and position helped cushion the blow. Action was 

delayed in some cases until the matter became public. 

In a few cases investigation revealed a long history of 

undiscovered infractions. 

In the eleven episodes of data falsification the 

fabrication of results was not revealed by replication 

of the experiments or peer evaluation prior to publica-

tion. Plagiarism was discovered more readily by authors 

anxious to prote~t their intellectual property. Exclu-

ding plagiarism, misconduct was most often exposed by 

subordinates, with the exception of students who were 

exposed by superiors, and not through the system of 
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social control believed to govern scientific behavior. 

Scientists do have a role in decisions affecting the 

kinds of sanctions meted out to erring researchers through 

the participation of scientists on advisory boards and 

councils of NIH and its member institutes. Agency person-

nel develop the facts on an investigation and make recom-

mendations which are subject to the review of manager~ 

and senior personnel of both NIH and its component insti-

tutes before final recommendations are made. In the in-

stance of recovery of funds, the advisory board of the 

institute which has funded the research being questioned 

makes the recommendation for recovery, an important con-

sideration for the resources available for future research 

by the offending researcher. In Case No. 11, the insti-

tutes involved made widely divergent decisions (p. 289). 

Members of the advisory board of the National Heart, 

Blood, and Lung Institute (NHBLI) were concerned for the 

effect of the misconduct on blood research and reacted 

strongly recommending termination of the remainder of the 

grant (Sun 1981: 1220). Scientists on the advisory coun-

cil of the Nation~! Institute of Arthritis, Diabetes, 

and Digestive and Kidney Diseases concluded that the 

restrictions imposed on his research by NIH were "suffi-

cient chastisement'' (Sun 1981: 1220). A member -0f the 

• 
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advisory board of ~CI said some members were concerned 

for the need to demonstrate to politicians that the 

agency was acting responsibly, other members were con-

cerned that the scientist had violated the rules signi-

ficantly (Sun 1981: 1220). 

THE CONSTITUTION, THE LAW, AND GOVERNMENT REGULATION 

In the United States the constitutional establish-

ment of science has shaped the law applied to scientific 

endeavors. The establishment clause assures that govern-

ment can not adopt a particular scientific theory. The 

drafters of the constitution not only protected science 

from the potentially destructive effects of hostile re-

ligious attitudes and the vagaries of political senti-

ment, but also provided the framework for encouragement 

of scientific effort. Early in the government's history 

science was involved in the military, coinage, weights 

and measures, and patents (Goldberg 1979: 17). Spending 

for science was modest until after the creation of the 

Department of Ag~iculture (Goldberg (1979: 23). The 

scope of federal spending was delineated in the decision 

of the United States v. Butler (1936) when the court 

expressed the view that federal funds could be spent for 



342 

the general welfare (Goldberg 1979: 24). 

Scientists strive to extend man's knowledge of the 

environment and to conquer the unknown. Scientific wor-

kers have shared with others in our society a belief in 

man's ability to progress. Scientists have been jealous 

of their intellectual freedom and determined to reserve 

control of the content and direction of research for 

themselves. The scientific community has feared and 

resisted the involvement of society in their professional 

domain. The right to know and make advances in science 

depends on the right to do research. Research is funda-

mental to scientific expression. As "expression,'' the 

creative aspects of research are considered ''speech." 

Research is ~rotected under the first amendment with the 

extension of Spense v. Washington to research as a mes-

sage intended for others. Research is also protected, 

in part, by academic freedom defined in Keyeshan v. Board 

of Regents as a form of speech. 

Both the legislative and judicial institutions have 

encouraged the growth of American science. Patterns of 

federal funding and court decisions, prompted by con-

flict between science and society, have encouraged the 

deve~opment of professional autonomy. Scientists some-

times claim special authority for their expertise which 



earns them politic~! power (Shapo 1979). Professional 

judgments are not always suffiently separated from 

professional self-interest. 
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Society maintains a willingness to tolerate a certain 

level of risk and social cost in the pursuit of progress. 

In the past Americans have equated new technologies with 

progress and have had unquestioning trust in scientists 

(Berger 1978). Americans have been particularly accep-

ting of risk-taking for medical progress, especially by 

those without power or advantages. In the past society 

was more tolerant of risks posed by technological ad-

vances, but the public perception of what is acceptable 

risk is changing (Shapo 1979). Technological progress 

has created a scientific establishment and a less trust-

ful public (Swazy 1978). Yet society often demands that 

scientists go beyond their expertise and make policy 

judgments that result in conflict (Lederberg 1972). 

When science focused on man as a subject of in-

quiry, conflict developed between two values fundamental 

to the American political process: the protection of in-

dividual inviolability and scientific freedom. A series 

of Supreme Court decisions have reserved for American 

society the right to determine how science will be con-

ducted since society bears both the cost and effects of 

scientific output. The government may regulate action, 
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but not free expression. In the United States v. O'Brien 

(1968) the Supreme Court limited the regulation of con-

duct which includes speech to those restrictions neces-

sary to protect the government's interest (Ferguson 1979: 

656). Four circumstances prompt the government to re-

strict research: 1) the procedures create a danger for 

public health and safety, 2) the knowledge to be gained 

is "dangerous," 3) the new knowledge conflicts with "a 

central social value," and 4) the research methods con-

flict with an important social value (Ferguson 1979). 

The second and third categories include activities 

pertaining to ideas. To overcome a first amendment chal-

lenge, the activities would have to pose a clear and un-

ambiguous danger to the public good. The firs~-~nd third 

categories are not related to ideas or communication ac-

tivities, but are concerned with the research process. 

The government's interest is related to the important 

value of preservation of human life and protecting impor-

tant social values. Regulation seeks to minimize risk of 

physical harm and to avoid the outrage of social values. 

In human experimentation the freedom to advance know-

ledge through research is weighed against the risk of 

harm to participants. The benefits for society must ex-

ceed the risks to be borne by participants in research. 

In contemporary American society the decision of how much 
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risk is to be assumed is a joint decision between society 

and scientists. Who will bear the risk is an individual 

decision. The value placed on intellectual freedom and 

progress conflicts with the equally valued rights to 

personal autonomy and self-determination. 

In the contemporary research process the conflict 

between the freedom and authority of the experim~nter 

and the autonomy and self-determination of the partici-

pant is resolved through a contract between the re-

searcher and the participant in his research. The con-

tract is the informed consent of the research subject 

(Katz 1972). The concept of contract is one of the 

cornerstones of our ~ociety. To make a valid contract 

the parties must be free to make a rational decision. 

The basis of informed consent is the right to self-deter-

mination (Riga 1977). The consent process promotes auto-

nomy by affording the individual the status of a person, 

an end not a means. The consent process allows the 

individual to determine whether the benefits to society 

are greater than the burden imposed on him (Riga 1977). 

The fundamental norms regulating the use of humans 

in research are international in scope and contained in 

the Nurenberg and Helsinki codes, which together provide 

the minimal recognition of human rights superior to: 
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scientific demandi. On the national level, norms which 

govern the behavior of experimenters arise out of medical 

practice since human experimentation was the province of 

medical doctors in its early history and stems from the 

basic tenets of medical ethics and the dictum to do no 

harm. As a result, some of the legal issues surrounding 

human experimentation are intimately associated with 

those of medical malpractice. 

There has been a heightened sensitivity on the part 

of some individuals in society to the excesses of authori-

ty by some practitioners of science that result in viola-

tion of personal autonomy of research participants during 

experimentation. In recent decades atrocities committed 

by medical and other researchers in the name of science in 

National Socialist Germany shocked even the most calloused 

and sharpened awareness of the consequences of unlimited 

and unrestricted human experimentation for the less than 

perfect, the poor, defenseless, and politically powerless. 

Combined with more recent abuses of the mentally retarded 

in the Willowbrook State School scandal, the infection of 

Maryland State p~isoners with typhoid, and the use of the 

chronically ill in experiments at the Jewish Chronic Di-

sease Hospital in the United States, the excesses of the 

Nazis placed human experimentation on the public agenda. 
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Most government regulation of experimentation con-

cerns the use of humans. Some regulation concerns the 

use of animals and recombinant DNA materials. HHS regu-

lates these activities through NIH which is responsible 

for enforcing most of the regulations concerning re-

search. NIH delegates regulation to Animal Care Commit-

tees, Biosafety Committees, and Internal Review Boards 

(IRBs) located in universities, hospitals, and research 

institutes. The Office for Protection from Research Risk 

(OPRR) regulates the use of animals and humans in research 

through review and monitoring of the activities of IRBs 

and Animal Safety Committees. 

Congress has the right to impose conditions on the 

expenditure of funds, a right that has been upheld by the 

Supreme Court (Robertson 1979). Although it has yet to 

be tested, the Court is likely to extend that principle to 

the National Research Act; scientists have the right to 

do research, but not the right to have research funded 

(Robertson 1979). Authority to enforce regulations 

relies on the power of the Secretary of HHS who can 

withhold, terminate, or suspend funds. None of those 

sanctions has ever been imposed (Robertson 1979). Since 

1981, a variety of restrictions have been imposed on re-

searchers accused of misconduct, and two individuals have 
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been debarred by HHS and NIH from applying for financial 

support. 

HOW THE PUBLIC'S INTEREST IS PROTECTED 

In the short-term, at least, science is entering a 

period of retrenchment in the growth of funding for re-

search and development. Concern for the burgeoning de-

ficit heralds an era of austerity. The president's 

science advisor struck a somber note before Congress: 

"I won't hide my concern about the vitality of U. S. 

science over the longer term" (Norman 1985: 726). The 

impact is expected in fiscal years 1986 and 1987. The 

effects will be selective; the present administration has 

a record of assigning priority to basic research, parti-

cularly in military research (Norman 1984a: 727). That 

trend will continue with a rise from $829 million to $926 

million in the proposed 1986 budget (Norman 1985: 727). 

Of that increase $25 million is expected to find its way 

into universities, but that boon will be offset by a re-

duction in funding to NIH, which the administration cut 

by $287 million in the 1986 proposed budget (Norman 1985: 

727). A large part of the shift in priorities reflects 

the effects of the "Star Wars" program (Norman 1985: 

727). 
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NIH has met the budgetary challenge by adopting 

policies o( "stabilization" (Wyngaarden 1984: 361). In 

fiscal years 1982 and 1983 NIH awarded less than the re-

commended amounts for project grants and reduced the por-

tion paid for indirect costs paid to universities (Wyn-

gaarden 1984: 361-362). To stabilize funding needs NIH 

has set the goal of funding 5,000 new and renewal. grants 

per year, a goal to be met by reducing the amount of 

awards and indirect costs as needed (Wyngaarden 1984: 

361). The president's science advisor anticipates pro-

posed cuts will "help sharpen priorities" (Norman 1985: 

726). Reduction of funding for the life sciences will in-

tensify competition in an already highly competitive area 

of research. If competition for funds acts as an encou-

ragement for misconduct, then increased competition in 

fields where over 90% of the reported incidents of miscon-

~uct occurred in the past should portend an increase in 

reports of wrongdoing. 

The subgovernment of biomedical research in both the 

House and Senate maintain a robust interest in the popular 

and politically i~portant biomedical research. The propo-

sed decreases are just another round in the fight between 

Congress and the administration over priorities in re-

search. In the recent past spokespersons for the adminis-

tration have alluded to the lack of spectacular advances 
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and breakthroughs 'in areas of biomedical research, parti-

cularly the disappointing outcome of the ''War on Cancer," 

which proved to be a Vietnam for the advocates of the 

idea that any frontier of knowledge is penetrable if 

enough money is expended. Both misconduct in fiscal mat-

ters and in the research process pose a potential threat 

and an embarrassment for supporters of a continued commit-

ment to at least present levels of funding. The use of 

fraud, abuse, and waste by the proponents of reducing 

funds as an issue in establishing policies for priorities 

in funding would follow a time-honored tradition in Ameri-

can politics. 

The responsibility of monitoring the political im-

pact of misconduct devol~es to the agencies funding or 

regulating research activity. Because science lacks 

formal mechanisms of control, most of the regulation of 

'scientific activity is carried out by the federal govern-

ment. How an agency goes about it is structured by en-

abling legislation which sets the legal parameters of 

regulation and enforcement. Legislation reflects both 

the expectations.of the politicians drafting the law and 

the end-product of regulation through the degree of speci-

ficity of the language defining the agency's mission and 

methods of achieving its objectives (Jaffee 1973). The 

Food, Drug, and Cosmetic Act (1962) specifically charges 
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FDA with regulatio~. In contrast NIH grew out of the 

Chamberlain Kahn Act (1918) which authorized PHS to sup-

port research through grants and the Randsdell Act (1930) 

which resulted in disbanding the Hygenic Laboratory and 

transferring its research functions to the National In-

stitute of Health created for the purpose (NIH 1983a: 4). 

From its beginnings NIH has served primarily as a conduit 

for research funds. NCI was created by the National Can-

cer Act (1937) for the narrowly defined goal to: "foster, 

and act in coordinating research relating to cancer" (NIH 

1983a: 33). 

Having a mandate to regulate is not enough. Regula-

tion takes place in a political milieu (Jaffee 1973). 

Because each bureau functions as a "little government" 

comprised of various constituencies, the achievement of 

the goals of one unit can conflict with the mission of 

another unit. The relations of the bureau with other en-

tities can frustrate the objectives of a unit. Within 

the Bureau of Drugs (BOD) of FDA, management's goal of 

achieving regulation of NCI did not overtly conflict with 

the enforcement duties of the Office of Scientific Inves-

tigations, but in working out the details of regulation 

conflict was created which structured relations between 

FDA and NCI best described by the conflict-bargaining 
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model of regulation (p. 237). Memoranda of agreement 
. 

negotiated at the bureau level effectively subverted the 

enforcement activities of the Office of Scientific Inves-

tigations (2). NCI used the management of a "sister'' 

agency in a bid for increased autonomy forcing the Office 

Scientific Investigations to link up with the subgovern-

ment of health research to achieve the mission of the 

unit: regulation and enforcement. While NCI clearly won 

all of the initial battles, Scientific Investigations 

ultimately won the war through the interest of powerful 

members of the subgovernment of both the BOD and NCI. 

The agencies discussed in Chapter IV can be arranged 

on a continuum of enforcement activity. The FDA has the 

longest history of active regulation, the bulk of which 

follows the ''bureaucratic" model of regulation, and en-

forcement affecting research. FDA's regulatory function 

was the object of Congressional interest early in the 

1970s, an interest which continued throughout the decade. 

As one Congressional Aide expressed it: "They're better 

at it because they have the most experience" (3). FDA 

also maintains a ~police force," the Office of Investiga-

tions, which patrols its jurisdiction. Before monitoring 

activities began, the incidence appeared low (4). The 

incidents of problems considered significant is about 12% 
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(Lisook 1983: 10). 

NCI accepted a regulatory role reluctantly. Under con-

siderable political pressure, NCI established a constabu-

lary of clinical investigators monitorin~ each other's 

work; monitoring has followed the type developed by ECOG 

following the Medical Center Hospital incident. Monitoring 

still involves a measure of trust and a lack of complete 

independence. In the monitoring of cooperative clinical 

trial groups, site team members perform quality control 

functions on their own protocols. Using existing frame-

works and predominantly volunteer help, the agency has 

avoided making much of a commitment of funds or resources 

for monitoring and enforcement. NCI's large budget creates 

a myriad of relationships between persogQel and clinical 

researchers who comprise the clinical trial groups, site 

teams, and advisory boards. NCI is "captive" of the group 

it regulates to the extent that the leadership of NCI has 

traditionally construed the institute's mission as ave-

hicle for distributing research funds and serving the 

needs and interests· of clinical investigators doing cancer 

research. In its monitoring activities NCI has adopted 

the "organizational development'' model of regulation of 

the activities of cancer researchers. 

Although NIH does not monitor research activity, it 
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carries out. processing of complaints, investigations ac-

tivities, and the monitoring and enforcement as well as 

important involvement in decision-making and imposition 

of sanctions. NIH has invested funds and personnel in 

education and enforcement activities in two administra-

tive units and parts of others. When compared to NCI, 

NIH has the greater commitment of resources and personnel 

(p. 241). NIH continues to rely on reports of misconduct, 

but through OPRR is ~harpening the ability of organiza-

tions to respond to allegations with an extensive program 

of education and policies to encourage both reporting and 

procedures at the local level to process charges of mis-

conduct (p. 221). OPRR's educational program responds to 

many of the recommendations of the President's Commission, 

but relies on the willingness of universities and other 

organizations with compliance agreements to act responsi-

bly. NIH has elaborated and embellished its "organiza-

tional development" approach in enforcing regulations con-

cerned with research practice. 

FDA judges compliance on the existence of supporting 

documentation. NCI is following the same pattern of rou-

tinizing its monitoring effort. One official said that 

at the present time tampering with records in anticipa-

tion of a pending investigation has not been a problem 
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because multiple retrospective changes involve great ex-
- J 

penditures of time and personnel (5). Computeri~ation of 

records, however, holds the promise of facilitating global 

changes. Although the use of computerization of medical 

records on patient care units has met with mixed success 

in some settings, its potential has been generally recog-

nized (Lundsgaarde ~t al. 1981). One official described 

clinical investigators as ''naive" about tampering at pre-

sent, but as more researchers become adept with computer 

technologies, the possibilities of avoiding detection of 

improprieties will increase significantly. 

The role of legal counsel for individuals charged 

with misconduct has had significant effects on the enfor-

cement process. Concerns about the process due scientists 

who have erred and considerations for their privacy have 

had different effects. Protecting the privacy of indivi-

duals has structured the distribution of information about 

the results of investigations and imposition of sanctions. 

The development of ''need to know" policies and the avoid-

ance of the circulation of information has discouraged 

sharing information between agencies, and creates a bar-

rier to notification of professional associations and li-

censing boards about the misconduct of members and licen-

sees. The suggestion of the President's Commission that 
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sharing of ,relevant information concerning allegations of 

misconduct between federal agencies requires creation of 

effective communication links and rescinding present po-

licies regarding privacy. 

One physician serving on a PRSO complained that HHS 

had not acted on recommendations barring two physicians 

judged incompetent from Medicare and Medicaid programs in 

over a year: "department lawyers are still mulling over 

the cases (Anonymous 1982: 88). Concern in one agency 

for process due scientists charged with misconduct has 

greatly lengthened the whole enforcement process which 

once took six weeks and may now take in excess of four 

years (Lisook 1983: 16). What was once an informal pro-

cess involving a few agency personnel, the clinical in-

vestigator, and sometimes his legal counsel now involves 

an informal conference, a formal hearing, and an appeal 

procedure. Four sets of lawyers are involved: one re-

presenting the accused, one the Hearing Officer, another 

the bureau, and another representing the Commissioner 

(Lisook 1983: 16). An official in another agency com-

plained that the process of enforcement had become so 

complicated by the involvement of legal counsel it was 

difficult to accomplish what used to be simple adminis-

trative procedures (6). 
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At least one court decision is expected to have an 

adverse effect on the enforcement of FDA regulations (7). 

In the United States v. Smith the government appealed the 

decision of a District Court to dismiss nine counts of an 

indictment on the grounds that the statute of limitations 

is based on the date of completion of the act of mailing 

false statements to the federal government not when the 

agency received the false statements. More importantly, 

the Appeals Court upheld the decision that the burden to 

maintain accurate records fell on manufacturers and spon-

sors not clinical researchers because the regulations 

failed to specifically mention clinical investigators. 

The judge ruled: "Congress did not provide sufficient 

guidance for the promulgation of regulations which would 

subject investigators to criminal liability for noncom-

pliance" (United States v. Smith 1984: 739). 

With the exception of NCI, most of the increase in 

regulatory activity has been directed at enforcement of 

existing regulations. With the exception of FDA, all 

that enforcement has been directed at individuals. There 

has been a special emphasis on holding a principal inves-

tigator responsible for what happened on the project (8). 

NIH has set precedents by designing an array of sanctions 

specific to the offenses involved. These sanctions 
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not only address the offenses associated with the project 

at hand, but also extend into future projects by stipula-

ting present and future surveillance of the research of 

scientists presenting problems. Individuals associated 

with wrongdoers, particularly senior researchers who are 

in supervisory positions have not been assigned any re-

spons~bility (9). No sanctions have been leveled at uni-

versities, even in cases where administrators have failed 

to report wrongdoing on federally funded projects. NIH 

has only one sanction available for imposition on organi-

zations: debarment. Debarment has only been imposed on 

individuals. 

While Congress, the President's Commission, and pro-

fessional associations advocate protection for whistle-

blowers, there remain no provisions for assuring fair 

treatment or protection from reprisals for whistle-

blowers. Progress in assuring fairness has been focused 

on the process due researchers accused of wrongdoing. 

PATTERNS OF MISBEHAVIOR 

Following the federal commitment to research at the 

end of World War II, the influx of large amounts of money 

was cataclysmic for science. Big Science resulted in a 



359 

monumental change ~n the social organization of the work 

relationsh~ps in laboratories. More resources and per-

sonnel were followed by the division of labor and specia-

lization of workers for different tasks. To use funds 

effectively tasks must be delegated. No laboratory di-

rector can afford to check every piece of data produced 

in his lab. 

Senior researchers who head large projects must as-

sume the role of administrator which puts them at arm's 

length from the research they are directing. As resear-

chers climb the career ladder, there are more demands 

from outside the laboratory which reduce the time they 

are able to give supervising laboratory personnel. This 

is particularly true when the head of the laboratory has 

other administrative tasks. Diminishing iccess to and 

poor communication with the principal investigator was a 

factor in the data falsification at the Medical Center 

Hospital and was an issue in several of the cases dis-

cussed in Chapter V. The Harvard "Blue Ribbon" panel 

identified supervision of subordinates as a factor in 

dishonesty in the research process. Very few laborato-

ries have any system of quality control. Laboratory di-

rectors must either be an unfailing judge of character, 

or know exactly what is going on in their lab. 
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While the fox guards the chicken coop, who watches 

the fox? Over half of the cases presented in Chapter V 

involved allegations of misconduct on the part of senior 

investigators. Subordinates are normally the only per-

sons in the position of having access to the facts. Sub-

ordinates lack the status which lends credibility to al-

legations. The whistleblowers on the Oncology u~it at 

the Medical Center Hospital spent many weeks devising 

strategies in order to overcome the possibility they 

would not be taken seriously (p. 74). In Case No. 2 the 

laboratory assistant was told to prove his allegations 

and then come back to the chairman of the department. In 

Case No. 3 the NIH research fellow whose data and written 

material were appropriated had to go to extraordinary 

lengths to have her complaint acted on. Most procedures 

in place and those suggested by the AAMC (p. 324) provide 

for discarding "frivolous'' charges, but lack procedures 

for overcoming an unreceptive, or hostile initial review. 

Similarly, concern for fairness focuses on the process 

due persons accused of wrongdoing not on protections for 

those bringing charges forward. 

Colleagues accept "on faith'' the honesty of coworkers 

and colleagues. There are few other options. Colleagues 

know very little of what goes on in another's laboratory, 



361 

even when they are·collaborating because the data collec-

tion and ro~tine operations are carried out by subordi-

nates. Ettiquette forbids "checking up.'' There is no 

tactful way to enter another's lab and request his person-

nel to produce their laboratory records. Referees of ar-

ticles similarly lack facts to reach judgments: they must 

rely on their knowledge of the field and what are "reason-

able" results for the observations or experiment in ques-

tion. In reality few experiments are replicated. Repea-

ting the work of others is seldom funded, even important 

path-breaking work, by federal agencies. As funding tigh-

tens, fewer replications will be possible unless policies 

change. The practice of publishing "pieces'' of a project 

further discourages replication. Without trust, ~~Jenee 

would be back in the circumstances of the Seventeenth 

Century searching for an avenue for the exchange of ideas 

and a system for recognition and reward for superior work. 

One of the difficulties in controlling dishonesty is 

that in some areas of science there have developed dif-

ferences in the perception of moral norms. In the physi-

cal sciences pr~ctitioners share similar socialization 

and regimens of training. There is a measure of what is 

honest and not honest in research practices. But in the 

life sciences, specifically biomedical research, 
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practitioners came from two distinctly different kinds of 

training. Non-clinical researchers share one kind 6£ 

socialization and training process and clinical researchers 

another. 

Clinical researchers bring to research the values 

and attitudes appropriate to their role as physicians. 

Scientists must persuade from the merits supporting evi-

dence, for physicians persuasion flows from professional 

authority rooted in their role as expert (Friedson 1970: 

121). Storer concludes that individuals rationalize be-

havior which conflicts with their role by defining them-

selves out of the role (1966: 88). Doctors who violate 

the norms of research retreat into their authority as 

physicians. In Case No. 11 the hematologist claimed mole-

cular biologists were not in the position to criticize 

his experiments because the move from animal to human ex-

periments is "a judgment that is the responsibility of 

the clinicians to make" (Wade 1980c: 509). One of the 

Oncology staff said she was persuaded by the PI's argu-

ment that changing data to make an individual eligible 

for a protocol was justified on the grounds: "If a pa-

tient would receive the same drug anyway who was she to 

~eny later patients the benefit of the research" (10). 

There are differences in the training regimen of 

clinical and non-clinical researchers. Given the clinical 
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obligations they s~oulder during their training, there is 

a tendency for clinical researchers to fall into the cate-

gory of what the director of NIH calls the "undertrained 

investigator" (Wyngaarden 1984: 363). In Case No. 7 one 

researcher described the dermatologist as: "never ade-

quately trained in science," another said he was ''just 

not a scientist. He doesn't keep good records, he changes 

his protocols" (McBride 1974: 1399). The pathologist in 

Case No. 2 said one of the reasons he did not follow 

through on indications that his cell lines were contami-

nated was: "I didn't understand how to procede and I just 

lost my objectivity" (Wade 1981b: 1025). Few of the 

staff on the Oncology unit at the Medical Center Hospital 

had any formal training in science or data collection. 

The Associate Clinical Chief had the most conventional 

training in science, but he had little contact or super-

vision over the activities of most of the staff (11). 

"Undertraining" has its consequences. Fewer clini-

cal researchers are being funded and the competition is 

keen: "The professionalization of research activity has 

progressively selected against the M. D. scientist who 

15 years ago had a much better prospect of success in 

research applications than the Ph. D. applicant" (Wyn-

gaarden 1984: 363). Yet clinicians made up at least 
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half of the sample in Chapter V. What is the attraction 

of research for professionals who actually accept a reduc-

tion in income to do it? Greater prestige according to 

some observers. Physicians enjoy status and prestige 

second only to scientists (Moore 1970: 224-225). By com-

bining medicine and science in a career in academic medi-

cine, doctors enjoy the best of both worlds. One physi-

cian explained the attractions of academic medicine in 

other terms: The presence of subordinates to d~~the'un-

attractive and boring tasks of medicine (12). 

The definition of issues and development of policy 

statements by professional associations is important to 

maintaining public confidence in science. The involve-

ment of professional organizations is not likely to go 

beyond pronouncements. Professional organizations have 

tended to avoid self-regulation except in cases of high 

public visibility (p. 145). In addition, the tendency in 

professional organizations has been toward management by 

professional staff, a form of leadership associated with 

lower levels of self-regulation (p. 147). The involve-

ment of state licensing boards is not any more promising. 

Traditionally, licensing boards have had minimal activity 

in self-regulation. What effort there has been avoided 

issues of professional performance and has focused on 
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behavior which is highly visible and outrages public 

morals (p. 165). Universities and medical schools have 

performed the function of sanctioning behavior, if some-

times reluctantly and belatedly, that blatantly deviates 

from the accepted norms for research performance. Regula-

tion of the research process and the development of sanc-

tions other than employment termination has been left to 

the federal government. Continuation of that tendency to 

fill a void will further divorce the scientific community 

from control of their own affairs. 

COSTS OF MISCONDUCT 

Not all researchers who are found guilty of miscon-

duct experience the same effects on their careers. Doc-

tors suffer a loss of prestige, but not always an acade-

mic post. The greater their status the less they lose. 

Administrators in Cases No. 11 and 15 resigned their ad-

ministrative posts, but retain their faculty positions 

in the medical school. In Cases No. 1, 2, 3, 7, 8, and 

17 the doctors were asked to resign their faculty or re-

search positions. In Case No. 12 the physician was cen-

sured and sanctioned, but remains on the staff of his 

~hospital. In Case No. 14 the psychiatrist remained on 
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the staff of the institute, uncensured or sanctioned. Of 

the six physicians who were asked to resign, five are 

known to be practicing medicine. The employment status 

of the sixth is not known to me. In the instance of the 

Medical Center case, the PI moved to another faculty and 

research position in a medical school in another state 

after resigning from Medical Center Hospital. His letters 

of recommendation came from a former teacher and staff of 

NCI (13). Subsequent investigation and the revelation of 

additional improprieties by a federal agency resulted in 

his resignation from that post. He is now in private 

practice in that state earning more money than in any 

year he was in academic medicine (14). None of the physi-

cians is ~nown to have lost his license to practice medi-

cine in any of the cases cited. Of the forty-two doctors 

disqualified by FDA, only one state has removed the li-

cense of the physician involved. 

The costs of judgments of wrongdoing fall more heavi-

ly on non-clinical researchers. In Cases No. 5 and 16 

the researchers remain in their posts. In Cases No. 13 

and 19 the researchers resigned voluntarily and their 

present employment is uncertain. In Case No. 4 employ-

ment is not known. In Case No. 18 the visiting professor 

returned to his own university. In Case No. 10 the 
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postdoctoral student's place of employment at the time of 

disclosure of his misconduct and the consequences of the 

disclosure for his career are unknown to me. Only the 

students in Cases No. 6, 9, and 20 appear to have had 

their careers truncated. 

Most of the researchers who admitted guilt expressed 

concern for the effects of their behavior on colleagues. 

At least one expressed concern for his informal relations: 

"how am I going to be able to deal with my peers?" (Nor-

man 1984b: 36). Another believes a low profile is the 

best way to help colleagues: "I am not disinterested in 

the field of transplantation - in fact I wish it well. Be-

cause I wish it well, I try to stay out of it. I don't 

want to create any controversy" (Wingerson 1984: 529). 

Colleagues of wrongdoers are affected in several 

ways, not always negative. In Case No. 12 colleagues 

became principal investigators of his projects. In Cases 

of falsification coauthors experience the public embarrass-

ment of a retraction. The editor of the New England Jour-

nal .£i Medicine and others have called for an end to the 

practice of seni9r investigators sharing authorship with 

junior colleagues who have done all the research, and 

acceptance of more responsibility for the actual research 

and its analysis before publication (Relman 1982: 1416). 

In Cases No. 1 and 3 colleagues involved spent many hours 
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carrying out audits of data, which later extended to other 

research and involved the effort of outside auitors. At 

least one senior colleague lost a coveted administrative 

post because of his association with the data falsifica-

tion of his junior colleague (Broad 1980c: 38). 

More effort is involved in the replication of re-

search. In Case No. 7 several research groups tried, but 

failed to replicate the grafting techniques of the derma-

tologist after the investment of many man hours and re-

sources. In Case No. 9 a number of labs gave up trying to 

replicate the graduate student's kinase and ATPase "cas-

cade" experiments. In Case No. 6 the head of the labora-

tory and his graduate students expended many months trying 

t o re p 1 i ca t e the research of th:e:a st u d en t. In C a s e No • 1 0 

the head of the laboratory and two postdocs expended four 

man years trying to replicate the work of a former student 

(Muller 1977: 523). In another instance seven research 

groups spent $550,000 trying to replicate work (U. S. 

House of Representatives 1981: 335). 

Administrators of universities fear bad publicity 

and the effects it can have on the financial well-being 

of an organization. Evidence of poor management can dis-

courage potential benefactors. Administrators were con-

cerned for the effects of adverse publicity on several 
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fund raising projects including the construction of a can-
.. 

cer center. Administrators were also sensitive to the 

effects of the Freedom of Information Act and the ability 

to avoid a spate of damaging publicity (p. 244). At least 

one principal investigator avoided notifying NIH of fraud 

on his research project because he knew the agency could 

not keep the incident quiet because of the Freedom of 

Information Act (Culliton 1983b: 33). 

Organizations have direct costs associated with alle-

gations of misconduct. Internal investigations take re-

sources. The review of ECOG research on the Oncology unit 

cost Medical Center Hospital $100,000 in labor (15). Mis-

conduct involving grants has other costs. Universities 

lose the indirect costs on funds not dispersed on uncom-

pleted projects interrupted by reports of wrongdoing. 

In Case No. 2 the hospital lost the indirect costs on 

$345,000 of unexpended funds (Wade 1981b: 1025). At the 

Medical Center Hospital the indirect costs on $272,723 

from the thrid year of the PI's project grant were lost 

(16). Later NCI cancelled the third year of a project 

grant for $296,0.00 plus a portion of the second year of 

the grant for "unsatisfactory progress" in research being 

carried out at another hospital (Joyce 1983: 420). Yet 

another source of financial loss is the recovery of funds 



370 

on projects~involving misconduct. In Case No, 1 NIH 

sought recovery of $122,371 (Culliton 1983a: 937). In 

the case of Medical Center Hospital NIH negotiated the 

return of about $120,000 for the year fraud was disclosed 

and a portion of some preceding years (17). 

Federal agencies lose directly the funds awarded for 

research that does not yield usable data. Cases No. 1, 2, 

and 3 co~bined represent $627,371 of direct costs for re-

search results which were fabricated. The Medical Center 

Hospital data which were expunged from ECOG files cost 

$360,000 for three years of research. The project grant 

which was abandoned was $694,000 (18). Combined they re-

present $1,581,371 of funds for which there is no usable 

data. Although agencies negotiate for return of funds, 

they usually accept far less than the dollar amount (19). 

In addition to the direct costs, there are the costs 

of the investigation. The FDA investigation of the Medi-

cal Center Hospital incident involved the use of field 

personnel for four directed inspections which lasted a 

number of days. On each inspection the field personnel 

were assisted by a member of the scientific staff of the 

Office of Scientific Investigations. An official of DMSR 

estimated his own office's involvement was equal to seven 

man years. In addition DMSR staff were assisted by 
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technical ,nd scientific staff from Walter Reed Hospital. 

Other administrative and professional staff of NIH were 

involved in the investigation, advisory, or decision-

making process. Added to those costs were the costs of 

travel to interview witnesses located across the country. 

Other personnel hours were invested by the OIG of HHS 

and the Department of Justice. His estimate for NIH 

alone was $1,000,000 (20). 

Added to the overt dollar costs of misconduct are 

the subtle costs of loss of public confidence. NIH and 

NCI were confronted with frayed relations with their sub-

governments. NIH was prompt in demonstrating an effort 

to restore confidence in the agency as a steward of pub-

lic funds. The struggle is not yet over. Members of 

Congress, particularly in the House, continue to be dis-

satisfied with the several agencies' performances in 

recovering funds involved in fraud and other forms of 

misconduct. An effort is underway sponsored by the 

science and health subgovernment to pass legislation 

which would force agencies to recover funds from univer-

sities and medical schools (21). 

One of the consequences of misconduct is its impact 

on funding in the subject area of research involved. 

Speaking of the consequences of one of the instances of 
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data fabrication, one researcher expressed concern for an 

area of promising research: "grant-giving committees will 

think twice before putting in more funds" (Muller 1977: 

523). Researchers working in the area of skin culturing 

and transplantation experienced just that difficulty after 

the dermatologist's fraud. Several workers in different 

countries were eventually able to replicate his results, 

but no one was funded for it. One group was allowed to 

include it along with their other research funded by a 

foundation: "if we had applied for funds before we had 

done any work we wouldn't have gotten past base one" 

(Wingerson 1981: 529). One researcher who funded his own 

research had trouble publishing it. The editors of Nature 

"had no scientific criticisms, but said they didn't see 

how they could persuade people to believe it'' (Wingerson 

1981: 529). With the help of prominent scientists in the 

field, he published his results in Science. 

BLACK'S PROPOSITIONS AND MISBEHAVIOR IN SCIENCE 

"Law varies directly with stratification" (Black 1976). 

Science has become stratified since World War II. 

The dramatic increase in resources has continued to grow 
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over the years, the present level of funding is nearly 30 
, 

times what it was in 1953 (see Figure 14). Distribution 

of funds has been differential and continues to be allo-

cated preferentially (see Table III and Table IV). The 

rationale for this pattern is that projects should be 

funded where the facilities and personnel are optimal for 

obtaining results. Stratification introduces competition 

between organizations as well as individuals. Universi-

ties have become dependent on grant funds to help augment 

other resources. Deprived of a source of revenue, organi-

zations invent novel approaches to overcoming the problem, 

for example, hiring lobbyists to get funds for capital 

investraents (p. 260). 

Individuals who bring resources to the organization 

in the form of "indirect costs," or "overhead" control 

more resources in the form of space, equipment, and per-

sonnel (p. 267). Control over space, equipment, and per-

sonnel have become the "trappings" of power in American 

universities. Colleagues without those resources are de-

pendent on resources within the organization and the lar-

gesse of colleag~es more fortunate than they are. Many 

junior researchers in large organizations are on "soft" 

money being paid off of grants. In Case No. 8 the resear-

cher who fabricated data had been in science-for-hire for 



years "I've.,had to earn the money for my work" (Farber 

1982: B4). 
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Those who have resources gain more power in the or-

ganization. They are more likely to have permanent ap-

pointments. If they are not yet tenured, more likely to 

earn it because they have the resources to publish which 

has become the main criteria for promotion and tenure 

(p. 267). Having resources means they have the labor and 

productivity of other personnel under their control. The 

director of a laboratory has his name on every paper 

coming out of the laboratory, either as first author or 

not, depending on his style and generosity. Because 

grant funds are awarded to those with personnel and faci-

lities to assure the project's success, those who have 

are in a bet~er position to acquire more. The competi-

tion to acquire recognition and be in the position to 

move into the more secure echelons of bigger funding be-

comes intense (Ebert 1982). 

Large team efforts provide for more opportunities 

for misbehavior. With the division of labor and specia-

lization of task·s less behavior is observable (p. 314 ). 

In laboratories where clinicians are doing some of their 

work, their absences from the laboratory means they are 

not observing nor are they observable during those times. 
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Detection of errors becomes more difficult. As the group 

grows in size, responsibility is shared by more people. 

There are more relationships of unequal power in a 

stratified group. Superiors are less reluctant to report 

on the misbehavior of subordinates. With one exception, 

the cases discussed in Chapter V involved projects with 

multiple personnel. Misbehavior often went undetected for 

a long period of time as in Cases No. 1, 3, 7, 8, 9, and 

10 as well as in the Medical Center Hospital incident. 

"Law varies directly with rank" (Black 1976). 

Rank reduces the possibility of resolving differences 

informally. On research teams the senior researcher 

greatly outranks others on the team. The senior inves-

tigator is the administrator of the unit and holder of the 

purse strings including hiring and firing personnel. 

Junior colleagues without tenure, research associates, 

and postdocs have no permanent attachment to the organi-

zation so they are vulnerable because they still lack a 

permanent connection with a group. This creates disparate 

degrees of power that preclude informal resolutions of 

serious matters. 

Subordinates are reluctant to confront superiors. 
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In Case No .• 2 the research fellow approached his superior 

with a request to see the superior's raw data, and was 

rebuffed when his superior ''insisted they had been lost 

and angrily inquired if [the research fellow] realized 

what kind of accusation he was making" (Wade 1981b: 1022). 

In Case No. 7 research fellows went for many months har-

boring suspicions, but did not confront the head of their 

laboratory (Culliton 1974b: 1157). When they did come 

forward, they went directly to the Director of the Insti-

tute (McBride 1974: 1394, 1405). At Medical Center Hos-

pital, subordinates were very fearful of the power and 

influence of the PI, they avoided a direct confrontation 

with him by going to the Acting Physician-in-Chief (p. 74). 

Superiors can use their rank to escape exposure. In 

Case No. 3 the senior investigator used his position as 

referee to recommend rejecting a paper reporting results 

of an experiment like one being done by a junior colleague 

without reporting the conflict of interest to the New ful.g_-

land Journal of Medicine (p. 276). Later he used his own 

prestige and was joined by the dean of the Medical School 

in an attempt to negotiate a resolution without a full-

scale investigation of the plagiarism he had discovered 

(p. 277). The changes in laboratory practices suggested 

by the "Blue Ribbon" panel at Harvard and Emory University 
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are directed at exposing researchers of low rank, not es-

tablished investigators (p. 328). Even federal officials 

are reluctant to subject senior researchers in whose labs 

problems have occurred to increased surveillance (22). 

Rank can reduce the severity of sanctions. Unlike 

plagiarists in Cases No. 17 and 18, the senior researcher 

in Case No. 15 was not fired, he just lost his administra-

tive post. In Case No. 5 the biologist kept his position 

in the university. One staff member said: "a younger 

scientist would never have benefited from such clemency" 

(MzcKenzie 1984b: 7). The dermatologist in Case No. 7 

was sufficiently well-placed as head of his own laboratory 

that he was allowed a year's paid medical leave when he 

was terminated (McBride 1974: 1403). In Case No. 14 the 

psychiatrist remained in his position, even continuing to 

serve. on a board distributing research funds. Individuals 

with rank also have more money to hire professional legal 

advice. 

"The law varies directly with integration" (Black 1976). 

Scientists who are well-connected within their or-

ganizations are less apt to be the subject of complaints. 

Subordinates are intimidated by the power and influence 

of the wrongdoer. In the Medical Center Hospital episode 
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the staff w~ited for many weeks while they came to grips 

with their fear that the power and influence of the PI 

would deter serious consideration of any allegations 

(p. 75). If misconduct is reported, an administrator 

might not act. In Case No. 2 the research fellow first 

made his allegations to the department chairperson and was 

invited to first prove his allegations (Wade 1981b: 1022). 

The influential can benefit from their position. In the 

case of the biologist, officials first accepted the evi-

dence to be held for five years in return for "good be-

havior." Officials organized an investigation only after 

being pressured by faculty (MacKenzie 1984c: 3). 

Individuals who are integrated into their organiza-

tions have "connections" which they can call on. Friends 

can circulate petitions, call on administrators, and write 

letters to editors of newspapers. The director of the 

PI's laboratory circulated a petition, called on adminis-

trators, and organized a group of scientists into a pres-

sure group which sent letters to agencies (23). The PI 

made several direct calls to government officials in agen-

cies investigating his activities (24). He made several 

direct calls to the Director of NCI (U. S. Senate 1981b: 

124). Many officials at that agency believed he had been 

punished "severely" (U.S. Senate 1981b: 36). "Blue Rib-

bon" committees often turn out to be no more than a 
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"rubber stamp" of an investigation already carried out by 

colleagues. In Case No. 1 it took an independent investi-

gation to ferret out the full extent of the fabrication 

after a "Blue Ribbon" panel had ratified the actions of 

the senior researcher and university (Culliton 1983b). 

The committee of outside experts convened in Case No. 5 

were loath to label a colleague's behavior "fraud." They 

called his reporting a success rate that was 30% greater 

than the actual rate of success as "carelessness" (Mac-

Kenzie 1984c: 4). 

"Law varies directly with culture" (Black 1976). 

A gr ea t d ea 1 o f s c ho 1 a r 1 y a c t i vi t y a·ffa n um be r s o f 

publications are correlated with rank and status in or-

ganizations. The only individuals who are drummed out of 

science swiftly and permanently are students. A store of 

publications and a history of scholarly productivity are 

symbols of rank and status in the scientific community, 

and the badge of a member in exceptional good standing. 

The biologist in•Case No. 5 kept his job as did the chair-

man of his department who had been accused of fakery 

several years before. He retracted a paper from the Pro-

ceedings .2.f the National Academy of Science after a co-

worker accused him of publishing a fake photograph 
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(MacKenzie 1984c: 4). 

"Law varies directly with conventionality" (Black 1976). 

Conventional people are more likely to have the sup-

port of colleagues. They are not likely to challenge 

group identity or question conventional wisdom. Science 

is "geared to the average scientist rather than to its 

outstanding geniuses" (Storer 1966: 120). Because con-

ventional ideas are more likely to be funded, researchers 

who avoid the controversial or frontiers of research are 

more likely to capture resources and recognition. As a 

result, they are better able to achieve rank and status, 

and to become integrated into the scientific community. 

Creativity and ingenuity may be admired, but conventional-

ity is more comprehensible and less threatening, making 

it easier to recognize and reward. 

"Law varies directly with organization" (Black 1976). 

Organizations are more apt to use the law. Organiza-

tions subjected the erring individuals discussed in these 

chapters to more severe sanctions including withholding 

essential credentials and terminating employment than 

government •. Organizations are less subject to the law. 
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The agencies of the government have yet to sanction any 

teaching and research organization for transgressing regu-

lations governing the research process. FDA defines hos-

pitals and universities as custodians of records defining 

them out of regulation. NIH has pursued policies that 

focus on the culpability of individuals. Principal inves-

tigators are held responsible for what happens o~ their 

projects except where they have sufficient prestige as in 

Case No. 1. Thus far no organization has been sanctioned 

by NIH for breaching regulations concerned ~ith the re-

search process. 

The data from the analysis of the Medical Center Hos-

pital incident and the twenty cases presented in Chapter V 

were used to test congruence of Black's propositions with 

actual instances of misconduct. Status and rank proved 

to be a protection from negative effects of law and a 

positive association for preferential treatment. The 

lower the status and rank of individuals the more likely 

they would be subjected to sanctions, and more severe 

sanctions were imposed on them than were leveled at indi-

viduals with greater rank and status for the same offense. 

Rank and status can effectively put individuals beyond 

the reach of detection. Persons of rank and status are 

more likely to have their reports of misconduct taken 

seriously. The more culture in the form of publications 



382 

and other symbols of rank and status was found to be posi-

tively associated with preferential treatment before the 

law. Conventionality and the degree of integration into 

the scientific community are associated with less harsh 

treatment for offenses and serve as a protection from 

detection. Organizations are beyond the law governing the 

research process, but subject members to sanctions for 

misbehaving according to rank, status, integration, con-

ventionality, and culture of the offenders and informers. 

The punishment does not fit the crime. 

AREAS OF FUTURE RESEARCH 

The actual rate of deviance on the part of resear-

chers remains obscure. Given the degree of misbehavior 

which remained hidden for years in some cases presented 

in Chapter V, difficulties in detection and informal re-

solution of problems within organizations may keep all 

but the most blatant cases from public view. Monitoring 

has revealed a greater incidence than was suspected. At 

the present time there has been no systematic study using 

appropriate sampling techniques of the problem. 

Of equal importance are systematic studies of con-

temporary laboratory practices based on observations of 

the kinds of supervision, the visibility of research, and 
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the ranges of work patterns in both clinical and non-cli-

nical research. The role of these phenomena in prov~ding 

opportunities for misconduct have been derived indirectly 

and need to be analyzed from an empirical base. This kind 

of problem is particularly amenable to participant obser-

vation and the research methods of ethnographic research. 
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CHAPTER NOTES 

1. The PI was hired by another medical school and hos-
pital within months of resigning from Medical Center 
Hospital. The physician in Case No. 1 is on the 
emergency room staff of a hospital, the physician in 
Case No. 2 is a pathologist on a hospital staff. In 
Case No. 3 the physician is in practice in a city in 
India. The dermatologist in Case No. 7 is in private 
practice. 

2. In one instance NCI officials withheld incriminating 
documents during an inspection. Superiors directed 
the Director of Scientific Investigations to: "pro-
vide the parties at NCI with copies of everything we 
had." In the opinion of the official testifying be-
fore the Senate: "that was ludicrous. I cannot 
imagine that we would sit with any commercial spon-
sor and show them what we have developed with regard 
to a possible criminal case involving their person-
nel" (U. S. Senate 1982: 90). 

3. Interview of Congressional Aide on October 26, 1984. 

4. During an interview on January 7, 1985 one official 
said that before monitoring began his office had the 
impression that misconduct was negligible. 

5. Interview with Chief of Clinical Investigations on 
January 7, 1985. 

6. Interview with official on the staff of DMSR on 
January 8, 1985. 

7. Disclosed during a telephone conversation with the 
staff counsel for FDA. 

8. NIH policies are to hold the Principal Investigator 
responsible. One official said that if they did not 
it would become the primary defense in cases of mis-
conduct and no one would be held accountable. 

9. Senior researchers in Cases No. 1 and 3 were not held 
accountable, but were in Cases 11, 12, and 13. In 
Cases No. 1 and 3 data falsification was involved, 
and in Cases 11, 12, and 13 observance of regulations 
was involved. 



10. Interview with Nurse Oncologist on May 4, 1981 by 
staff of DMSR. 
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11. The Associate Clinical Chief held a Ph. D. in addi-
tion to the M. D. 

12. Interview of Research Fellow in October 1983. 

13. He was recruited as Chief of Neoplastic Diseases. 
The Director testified he learned this information 
from someone from the hospital at a dinner in New 
York (U. S. Senate 1981b: 123). 

14. From an answer to Interrogatories of Defendant to 
Plaintiff in Civil Action No. 81-1406-N in U. S. 
District Court-District of Massachusetts. 

15. Fr.om minutes of November Board of Directors meeting 
at Medical Center Hospital. 

16. From Grant number CA18837-03. 

17. Telephone interview with official of DMSR in Feb-
ruary 1985. 

18. Based on the first two years of the project. 

19. Return can be as low as to cents on the dollar. 
Telephone interview with official of DMSR in 
February 1985. 

20. Interview with Assistant Director of DMSR on 
January 8, 1985. 

21. That bill was defeated on a vote in the fall of 
1984. A Congressional Aide believed it would be 
reintroduced. 

22. An official with NIH said that officials within 
NIH believed that someone of the stature of the 
senior investigator for whom surveillance was re-
commended was of such "stature" that he would 
avoid repetitions of the same conduct in his 
laboratory and surveillance was not necessary. 

23. This kind of demonstration of support was parti-
cularly effective within the hospital. The group 



also communicated with the Secretary of HHS, the 
Director of NCI, and the Commissioner of FDA. 

24. The PI called the Director of the Bureau of Drugs 
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at home in the evening about "rumors" that had 
reached him from staff at NCI who told him that the 
FDA "was out to get him." The attorney representing 
the PI also called an investigator with the Office 
of Sc~entific Investigations with the same complaint. 
The information was apparently transferred by a "fel-
low" applying for a position with the PI after a 
conversation he had had with two staff persons at 
NCI. From Memoranda of telephone conversati~ns on 
June 19, 1980 and June 20, 1980. 
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1 or More Positive Anergy I 
4) Limited vs. Extensive Disease z 

E 

Cycle 1 
Day 1 7 9 13 14 16 20 22 28 Cytoxan: 

l.lgm/H 2 i.v. X X 
Methotrexate: 

20mg/Hp.o.* X X X X c. Parvum: 
l.Omg/H 2 i.v. 
2.5mg/H 2 i.v. X X X 

Folic Acid: 
5.0mg p.o. X X X X 

*Maximal Single Dose 37.5 mg 

PURPOSES OF THE STUDY: 

Cytoxan 
Methotrexate 
Folic Acid 

Folic Acid 
Cytoxan 
Methotrexate 
C. Parvum 

Cycle 2 

30 34 35 37 41 

X X X X 

X 

1. To compare response rates of all cell types of broncho-
genic carcinoma to Cytoxan, Methotrexate, and Folic 
Acid alone with the three combined with C. Parvum. 

2. To compare responses and survival on treatments. 

3. To determine if reduction of hematologic toxicty with 
C. Parvum allows more chemotherapy to be given. 



Late Spring 

Mid-May 

Around May 25 

May 31 to June 2 

May 31 to June 1 

June 2 
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CHRONOLOGY OF EVENTS 

Fake WBC incjdent resulting in 
a near-miss medical error in 
dose of chemotherapeutic drugs 
which led to confrontation be-
tween Fellow and Head Nurse. 

Two fellows discuss details of 
their concerns about research 
practices and patient care on 
the Oncology unit. 

Two fellows discuss data falsi-
fication problems with Nurse 
Data Manager and her assistant. 

Assistant Nurse Data Manager 
approaches Chief of Surgical 
Oncology with problems. 

Fellows and nurses meet with 
City Hospital Oncologist to 
discuss problems on the Oncology 
unit and possible solutions. 

ECOG meetings in Wisconsin. 

Whistleblowers assemble docu-
mentation and photocopy. 

Fellow meets with Chief of $ur-
gical Oncology. Chief of Sur-
gical Oncology meets with the 
nurses. 

Chief of Surgical Oncology sees 
the Dean of the Medical School. 

Dean of the Medical School sees 
Administrator of the hospital. 

Administrator of hospital sees 
Acting Physician-in-Chief. 

Acting Physician-in-Chief sees 
Fellow and later others. 



June 2 

June 6 

June 10 

June 12 

June 13 

June 14 

June 16 

A-4 

Fellow resigns. 

Acting Physician-in-Chief does 
informal preliminary investiga-
tion of facts. 

Acting Physician-in-Chief re-
ports to Physician-in-Chief upon 
his return from sabbatical. 

Reports and rumors of missing 
documents to administrators. 

Physician-in-Chief convenes 
Ad Hoc committee of three doc-
tors to find facts of the in-
volvement of doctors on the unit 
in data falsification. 

After having heard witnesses, 
committee issues an oral report 
to the Physician-in-Chief. 

Ad Hoc committee submits its 
written report. 

Physician-in-Chief requests the 
resignations of both the PL .. and 
the Assistant Oncologist. 

Records on the unit are secured 
and locks changed. 

PI writes ECOG stating his view 
of the allegations and problems 
on the unit. 

Hospital begins photocopying 
the records on the unit. 

Hospital informs ECOG by mail-
gram of submission of "inaccu-
rate data." 

Assistant Oncologist resigns. 

Physician-in-Chief removes PI 
from his administrative post. 



June 23 

June 24 

June 30 

July 11 

July 13 

July 19-21 

July 26 

September 

September 15 

October 

October 24 

A-5 

Physician-in-Chief and Adminis-
trator of the hospital convene 
a second Ad Hoc Fact-Finding 
committee to investigate the 
role of the nurses in the falsi-
fication of data. 

PI resigns as Chief of the On-
cology section, as Associate. 
Visiting Physician and as Asso-
ciate Professor of Medicine. 

Quality Control Unit of the hos-
pital initiates its review of all 
records of patient's associated 
with the ECOG studies. 

Ad Hoc Fact-Finding committee 
submits its written report on 
the role of the nurses in the 
falsification of data. 

Hospital administrators meet with 
NCI officials to discuss the 
hospital's actions regarding the 
data falsification and grants 
pending at the agency. 

Resignations of four nurse on-
cologists are requested. Two 
others are reprimanded. 

PI requests peer review of data 
falsifications and an evaluation 
of their significance. 

IRB informed about problems on 
the Oncology unit. 

PI makes second request for peer 
review panel. 

Member of the Medical School 
faculty brings new allegations 
concerning High Dose Cytoxan 
study and IRB approval. 

ECOG Site-Visit team visits the 
hospital for review of records. 



October 20 

November 2 

November 22 

January 19 

January 22 

A-6 

Board of Trustees meets. On-
cology unit problems discussed. 
Members decide not to report 
the incident to the Board of 
Registration and Discipline. 

Three members of the medical 
school faculty report the falsi-
cation of data to the Board of 
Registration and Discipline. 

ECOG Executive Committee re-
moves Medical Center Hospital 
from the group and expunges 
all data submitted by the on-
cology unit between July 1975 
and July 1978 from the group's 
computer files. 

Board of Trustees receive the 
report of the investigation 
and review of records carried 
out by the Quality Assurance 
unit. A subcommittee was ap-
pointed to continue to monitor 
developments stemming from the 
incident. The Board decided 
no further action was warranted 
at that time. 

Hospital denies requests made 
by PI for peer review. 
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SUMMARY OF FDA AND NIH FINDINGS 

REGULATION ~ND DESCRIPTION 

I. 21 CFR 312.l(a)13,31 
Failure to Follow Plan 
of the Investigation 

II. 21 CFR 312.l(a)13,4c 
Failure to Maintain 
Adequate and Accurate 
Case Histories 

III. 21 CFR 312.l(a)13,4g 
Failure to Obtain 
Informed Consent 

IV. 45 CFR 46.102 (b) (3) 
Failure to Gain IRB 
Approval of Procedures 

45 CFR 46.103(c),(h) 
45 CFR 46.109, 110 
Deficiencies in Consent 
Procedures 

45 CFR 46.110 (b) 
Use of Short Form Not 
Authorized by the IRB 

V. 21 CFR 312.l(c) (1) 
Submitted False Infor-
mation to Sponsor 

VI. 45 CFR 46.102(a), (b), (d) 
Failure to Obtain 
IRB Approval of Research 

VII. 45 CFR 46.102 (b) (2) (d) 
45 CFR 46.106 (d) (2) (3) 
Failure to Protect Rights 
of Research Subjects 

STUDY 

9 Protocols 
& Tritiated 
Thymidine 

15 Protocols 
& Tritiated 
Thymidine 

1 Protocol 
& Tritiated 
Thymidine 

12 

14 Protocols 

19 Protocols 

PERSONS 

18 

27 

31 

34 

1 

25 

41 

13 

6 

34 

& Cancer Control 
Contract 

All Protocols 
& Tritiated 
Thymadine & 
Cancer Control 
Contract 

ALL 



B- 2 
CHRONOLOGY OF FDA INVESTIGATION 

August 1978 

February 1979 

March 30, 1979 

May 9, 1979 

June 13-16, 1979 

August 13-17, 1979 

Novemberm December 
and January 1980 

January 7-11, 14, 19, 
and February 25, 1980 

August 27, 1980 

October 23, 1980 

March 13, 1981 

March 17, 1981 

March 1982 

April 14, 1982 

May 18, 1982 

FDA Bureau of DRugs asks NCI In-
vestigational Drug Branch to get~ 
facts of case. 

FDA receives report of ECOG's 
actions taken following hospital 
review. 

Bureau of Drugs asks Division of 
Scientific Investigations to be-
gin an investigation. 

Informal visit by staff investi-
gator to learn background of 
events at Medical Center. 

Inspection at ECOG. 

Inspection at Medical Center. 

Inspection of PI's records of 
Tritiated Thymidine study. 

Inspection at Medical Center 
Hospital. 

Letter to PI's attorney with 
details of allegations and an 
invitation to an informal 
conference. 

Inspection at Medical Center. 

Ammended charges presented to PI 
with an invitation to an informal 
conference. 

NIH and FDA agree to combine 
allegations in one set of charges 

Charges combined. 

PI agrees through attorney to 
be disqualified. 

Consent Agreement Final. 
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The Universtiy of Kansas supports the practice of protection of 
human subjects participating in research. The following information is 
provided so that·you can decide whether you wish to participate in the 
project. You should be aware that if you agree to participate, you are 
free to withdraw at any time. 

This study is concerned with the responses of various organizations 
to one incident of non compliance regarding the protection of human sub 
jects from research risk. Your participation is solicited because you 
took part in some way in the research, or the reporting, investigating. 
or disposition of the case. The interview will concern some questions I 
have about your role in the incident. No person will be identified by 
name in my dissertation, or any other publication. Individual partici-
pants will be referred to in tables and narratives by a descriptive term 
indicating their role and place in an organization (a Nurse, a Dean, a 
member of the IRB, and Official in the Office for the Protection from 
Research Risk). Each individual participating in the research will assist 
in the selection of his, or her, descriptive designating term before an 
interview begins. The university hospital sponsoring the research (a 
private university) and local organizations (the State Licensing Board) 
will also be referred to descriptively. Federal agencies, public commis-
sions, and professional societies will be referred to by proper name, but 
not the public officials interviewed. 

No proper names will be used in publication. The roster of individuals 
will be destroyed upon completion of the analysis of the material. There 
will be appended to my dissertation some material made available through 
the-Freedom of Information Act. It is possible that the identity of some 
individuals might be discoverable through that material, however, every 
effort will be made to protect the privacy and anonymity of every individual 
participating in the study. 

Your participation is invited, but is wholely voluntary. I will be 
happy to aswer any questions you have about the study. Your name will not 
be associated in any way with the research findings. I appreciate your 
time and cooperation very much. 

Participant 

Sincerely, 

Nancy K. Sempolski 
Principal Investigator 
(913) R4l-6537 
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