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CHAPTER I 

THEORETICAL PROBLEMS AND METHODOLOGY 

INTRODUCTION 

To this date scholarly attention on social control 

in science has focused on the misbehavior of individuals 

rather than on misconduct within organizations. This 

study analyzes responses of organizations to one incident 

of alleged misconduct on the part of a scientj_st by 

describing and analyzing the events transpiring in an 

oncology unit at a teaching and research hospital from 

the point of an organization's response to individual 

misconduct through various levels of review and decision-

making. By selecting the organization as the unit of 

analysis, the study can concentrate on social relations 

and processes rather than the morality or psychology of 

individuals. Out of what is learned from the collection 

of behaviors and network of relationships associated 

with that incident, one can infer a pattern of behavior 

and relationships as a basis for comparison with other 

episodes of alleged misconduct in science. 
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BACKGROUND 

Public interest in science and the acceptance of the 

results of scientific activity had never been higher than 

during the years following World War II. A wave of un-

derstanding the scientific method and a blind belief in 

its use to solve problems of every kind .swept over the 

American consciousness. The enthusiasm of the American 

public was measurable not only by the growth in prestige 

of the scientific enterprise, hut also by the enormous 

increase of both public and private funds which flowed 

into organizations where science is carried out and 

changed the fundamental organization of scientific work. 

A continuation to respect "science" has remained con-

stant. Once an occupation of the privileged, science 

and technology which stems from it, have become the cor-

nerstone of our way of life. 

The influx of resources resulted in a surge of 

growth both quantitative and qualitative in organizations 

and personnel. Science was transformed into an entity 

very different from its .predecessor. "Big Science" is 

characterized by an increased prestige of individuals who 

can attract resources, a differential growth in the ratio 

of administrative personnel to faculty, an increase in 

governmental regulation, and an increased sensitivity to 
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to public relations. "Big Science" is personified by the 

men t o r - s c i e' n t i s t w h o p e r f o rm s a s a d i rec t o r. o f m u 1 t i p 1 e 

laboratories where numerous technicians and predoctoral 

and postdoctoral scientists using sophisticated techno-

logy and instrumentation turn out research and multi-

authored papers which attract more resources and keep 

the research engine going. 

In the United States science has long been identi-

fied with progress. Legal protections embodied in the 

first amendment to the Constitution buffer science from 

the political consequences of hostile interest groups 

which might work against scientific progress (Goldberg 

1979). Science has had a growing impact on the physical 

and human environment in this century. The expansion of 

science and its pervasive influence on American society 

did not proceed without expression of doubts by some mem-

bers of society. Skepticism was aggravated by the accumu-

lating evidence of the harmful effects of some by-products 

of both scientific· experimentation and industrial activi-

ties. "Big Science" has meant more use of both animals 

and humans in research. Scandals associated with the use 

of human fetuses and the injection of retarded school 

children at the Willowbrook State School with viral hepa-

titis were among the incidents which alarmed the public 

and created debate in Congress. Some excesses were taken 
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to the courts, for example, the injection of chronically 

ill patients with cancer cells (Hyman v. Je~ish Chronic 

Disease Hospital) and cardiac arrest in a student during 

the testing of a drug (Halushka v. University of Saskat-

chewan). Distrust of unbridled scientific activity along 

with other social unrest burgeoned in the decade of the 

1960s. Some members of society sought greater accounta-

bility from scientists. In response to the public's fear 

of the dangers emanating from some types of research, the 

government has increased regulation of research. As a 

result, there is a growing conflict between scientists, 

who desire the freedom to expand their knowledge and pro-

mote the sci~ntific enterprise unfettered by uninformed 

opinion , and th e----irn b 1 i c which seeks more account ab i 1 it y 

on the part of scientists, including a role in policy de-

cisions which affect society. 

Public criticism of the activities of scientists has 

heightened as laymen perceive science as "big business" 

(Swazey 1978) and scientists as "just another selfish in-

terest group" (Price 1978). Combined with an expressed 

interest in the consequences of some scientific activity 

is a public interest in accountability in the way scien-

tists conduct science (Shapo 1979). Because researchers 

are thought to be guided ideologically by the "pursuit of 

truth," and advocate as paramount values honesty and the 
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interests of science above personal gain, scieptists have 

often been 'believed to be honest persons who, unlike 

others, were exempt from the temptations of wrongdoing 

stemming from personal interest and dishonesty while en-

gaged in the pusuit of expanding knowledge. Socializa-

tion in the values of the group during training, the rep-

plication of research findings, the evaluation of results 

by peers, and the desire for the respect of colleagues 

were thought to provide adequate professional controls 

(Woolf 1981) which are self-correcting (Broad 1981a). 

The extent of deviant behavior within the scientific 

community is unknown at present (Woolf 1981). The in-

crease in the number of reported cases in the last de-

cade suggests that prevalence might be greater than some 

scientists and the public are ready to acknowledge, or 

accept. The number of incidents of misconduct reported 

recently has been sufficient to prompt public interest 

(Broad 1981a; Wade 1983; Dickson 1982) and scholarly in-

quiry (Weinstein }979; Woolf 1981). The deviance of in-

dividual scientists from the norms of honesty and the 

pursuit of truth above personal gain have important con-

sequences for the institution of science. Wrongdoing by 

scientists undermines the value system of science itself 

and erodes public confidence in science. 

The public has been led to belie~e that scientists 



are truthful, honest, and place those values above career 

interests. Members of the public and resea~chers appear 

to agree on what constitutes proper behavior in the con-

duct of research. Conflict over proper enforcement of 

rules stems from the difference between the expectations 

of both groups and the actual behavior. When misconduct 

on the part of scientists shows the discrepancy between 

the ideal and practice, scientists insist they regulate 

themselves. Students of the behavior of scientists 

(Weinstein 1979, Swazey and Scher 1982) have come to 

doubt the effectiveness of self-regulation through the 

customary processes of socialization and peer evaluation. 

Scientists may be as inclined to wrongdoing as persons in 

other walks of life. 

Spokesmen for the scientific establishment have 

responded to charges of misbehavior associated with re-

search by insisting that occurrences of misconduct are 

"rare." Infractions, if acknowledged, are most often 

attributed to flawed personality characteristics on the 
. 

part of individual investigators (Weinstein 1979, Swazey 
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and Scher 1982). Most scientists when they have ad-

dressed such topics have spoken as though they believe 

the system to be self-correcting because internalization 

of professional principles and behavioral norms, combined 

with evaluation by peer review, are suggested to maintain 



professed standards of commitment to truth and honesty. 

Yet the evidence suggests otherwise (Harnad 1982; Broad 

and Wade 1983). Researchers responsible for the super-

vision of externally funded research projects have de-

layed reporting cases to appropriate federal officials 

(Broad 1982a). Fraud has gone undetected or worse, un-

reported by collaborators or peer review committees for 

extended periods of time (Broad 1982a; Wade 1983). 

Undetected and uncontrolled deviance within the 

scientific community invites control from outside of 

the group. When self-regulation fails, misconduct 

brings the behavior of scientists to public view. If 

the sensitivities of the public are sufficiently 

aroused, the activities of researchers can become part 

of the public agenda and invoke regulation by governmeht. 

Deviance is usually explained with reference to personal 

character; the role of resource allocation and the 

characteristics of scientific organizations that encour-

age deviance have awaited systematic study. Misconduct 

on the part of researchers has become a policy issue as 

the scientific establishment and the public have sought 

to balance the need for free inquiry with some control 

and safeguards, 

7 
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SCIENTIFIC MISCONDUCT AS AN OBJECT OF STUDY 

Science as an object of study, and scientists as 

units of observation are products of the contemporary 

generation of scholars. Once the intellectual domain of 

philosophers and historians, the 'study of science and 

scientists has become the interest of social scientists, 

most recently anthropologists. At least one anthropdlo-

gist has carried out research observing laboratory scien-

tists at work. Latour and Woolgar (1979) have called 

their work "anthropology of science." 

Neither the topic nor the focus of this research is 

central to the history of anthropology. Del Hymes has 

identified productive scholarship as transversing disci-

plines (1972: 44). Hymes called for tests of relevance 

based on intellectual, not "institutional" criteria, and 

a "reinvented" anthropology where professionals could 

follow their interests and talents (1972: 45, 48). 

What anthropologists bring to the study of complex 

society is a holistic approach and a broad perspective. 

As early as 1954, Raymond Firth identified a number of 

assets anthropologists possess that they are able to 

bring to the study and interpretation of complex socie-

ties. The use of the comparative method helps an an-

thropologist keep perspective. The use of intensive 



field study keeps an anthropologjst close to social 

reality. In Firth's view, an anthropologist's "frame-

work of theory, benefiting from constant reference to 

small-scale societies as 'going concerns,' helps him 

look at people's actions in context" (Firth 1954: 2). 

Laura Nader also sees positive rewards in what she 

calls "studying up," which she believes to be essential 

"in terms of developing adequate theory and description" 

(1972: 290). Culture has a different appearance from 

the perspective of the powerful rather than from the 

powerless. Nader believes that a "reinvented" anthropo-

logy would focus study on powerful institutions and 

bureaucratic organizations in the United States since 

those institutions and their networks affect the lives 

of people anthropologists study throughout the world 

(Nader 1972: 293). Because anthropology is "eclectic" 

in its methods and enjoys a broad point of view, it is a 

discipline especially suited for the study of powerful 

organizations in N?der's opinion (Nader 1972: 293). 

THEORETICAL APPROACHES TO THE STUDY OF SOCIAL CONTROL 

Opinion is divided among anthropologists between 

those who share the belief of E. E. Evans-Pritchard 

(1950) that anthropology is a sort of historiography, 

9 



10 

even "philosophical humanism" (Dubois 1980) and those who 

share A. R. Radcliffe-Brown's opinion that social anthro-

pology must strive to be a ''theoretical natural science 

of human society" (1940: 2). What characterizes re-

search as history or science is the aim of the scholar 

and the realization of that goal, according to Robert 

Brown (1963). The social scientist seeks to identify 

similarities in order to generalize. The goal of empiri-

cal science is explanation, but Brown cautions that his 

goal is preceded by the less lofty work of description, 

measurement, classification and reporting. Scientists 

pursue the goal of explanation of events or processes in 

terms of general laws (Brown 1963: 26). In the words 

.. of Abraham Kaplan, to explain "is to give a reason" 

(1964: 329). 

Kaplan has expressed the opinion that descriptions 

can be construed as explanatory. In his view explana-

tions are "concatenated description" (1964: 329). The 

description of the behavior of cancer researchers at the 

Medical Center Hospital desctibed in Chapter II and the 

behavior of other researchers accused of misconduct des-

cribed in Chapter V will form the bases for explanations 

of the kind Kaplan calls "pattern model" (1964: 332). 

According to Kaplan, the "pattern model" is appropriate 

to explanations growing out of the "early stages o.f 
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inquiry" (1964: 332). In Kaplan's conception of .e.il-

tern model ··explanation takes place when something "is 

so related to a set of other elements that together they 

constitute a unified system" (1964: 333). After dis-

covering relations among elements in a data set and 

discerning a network of relations, a pattern of relation-

ships can be deduced and used as a basis for explanation. 

In The Behavior .Q.!. Law, Donald Black explicated a 

set of propositions about law, the applications of legal 

sanctions, and other kinds of social control mechanisms 

that can be applied to the study of organizations inclu-

ding organizations sponsoring scientific activity. His 

stated purpose is to explain and predict variation in 

law as well as contribute to the theory of law. Black's 

postulates identify relationships between law and other 

~lements of social life: other forms of social control, 

organization, morphology, stratification, and "culture" 

(1976: 6). 

Black's propositions are not based on indiiidual 

behavior but apply to attributes of collective social 

life. He neither makes any assumptions about human 

nature nor postulates any ideal states of law or society. 

His propositions are closely related to empirical facts: 

"it also says nothing about social life that is beyond 

a test of the facts" (Black 1976: 6) Black's syst_em of 



12 

propositions fails· to meet Robert Brown's criterion for 

theory because he does not postulate "the existence of 

indiscernible or unobservable entities, states or events" 

(Brown 1963: 164). The essence of a theory is that it 

resorts to the abstract, to "theoretical entities rather 

than constituents of observable facts" (Kaplan 1964: 

297). Black did not construct an idealized system of 

law or social control against which the empirical world 

could be measured. His explanations rest on observable 

properties which are measurable if only indirectly. 

Black's propositions are empirical generalizations 

in that they are derived from observations rather than 

theory, and because they do not resort to the "existence 

of abstract or theoretical objects,----processes, or states" 

(Brown 1963: 145). They can, however, be used to test 

other hypotheses since each proposition is an universal 

hypothesis and each generalization postulates an unlimi-

ted number of instances in time and space (Brown 1963: 

146). Like theories, empirical generalizations can con-

tribute to a basis for prediction (Kaplan 1964: 314). 

Empirical generalizations can also serve as premises for 

a deductive system for explaining observable facts (Kap-

lan 1964: 343). Deviant behavior on the part of scien-

tists provides data for testing some of Black's proposi-

tions. 



In defining law as governmental social control, 

Black (1976: 2) follow's A. R. Radcliffe-Brown's idea 

that the essence of law is found in "organized legal 

sanctions" (1952: 212). Law is conceptualized as 

synonymous with force and a system of sanctions "the 

normative life of a state and its citizens, such as 

legislation, litigation, and adjudication" and only one 
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form of social control. Social control within organiza-

tions and other social units like the family are not law 

within Black's definition. 

Yet other scholars have chosen to use criteria other 

than organized sanctions to define law so that cross-cul-

tural comparisons are possible. Paul Bohannan (1969) 

con c e i-v-e d of 1 aw as a process of II do u b 1 e institution a 1 i-

z at ion" where law originates in customs which are insti-

tutionalized and later become institutionalized once 

again as legal norms. Bohannan's definition not only 

broadens the boundaries of what behavior is called 

"legal" and the nu~ber of cultures which are said to 

have law, but also increases the number of organizations 

within Western societies that are believed to have lesal 

institutions. 

Going beyond Bohannan, Leopold Pospisil devised a 

system for the comparative study of law based on prin-

ciples abstracted from legal decisions and four universal 



attributes of law: authority, intention of universal 

application, obligatio (a reciprocal right and duty 
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--
relationship between two parties), and sanction. Pos-

pisil believes that his conceptual categories render law 

universal and permit cross-culturally valid comparisons 

as well as comparisons between subgroups which are a 

''politically united subdivision" of a society. Pospisil 

postulates the existence of multiple -legal systems in 

society: "there are as many legal systems within a 

given society as there are functioning subgroups" (1972: 

34). Legal systems are group specific; custom in one 

subgroup is law in another. In Pospisil's words: "law 

is a relative phenomena--relative to the point of refe-

rence in the societal structure with which it is in-

separately bound" (1972: 34). Using Pospisil's scheme, 

the individual who belongs to different social groups in 

society may be subject to any legal systems existing 

within any of the groups to which he belongs. 

Society has only one legal system and multiple 

forms of social control according to Black. Pospisil 

invokes the term legal for a multiple set of systems, a 

term Black shuns for any other than governmental social 

control. Both scholars argue that law is a quantifiable 

variable. Where they differ is in what behavioral acts 

count as legal. Pospisil considers legal decisions_ to be 
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decisions made and enforced by an authority (1972: 28). 
, 

Black would confine legal acts to those associated with 

governmental authority, such as complaints, arrests, and 

punishments. Quantifiable law is "the number and scope 

of prohibitions, obligations, and other standards to 

which people are subject, and by the rate of legislation, 

litigation, and adjudication" (Black 1976: 3). The phe-

homena being quantified are the same: behavior which in-

vokes social control. What differs between Pospisil and 

Black is the conceptual scheme used to organize behavior. 

Pospisil argues that legal decisions contain four 

basic attributes of authority, intention of universal 

application, obligatio, and sanction "whose coexistence 

defines social phenomena as law" (1972: 15_).. What 

characterizes behavior as legal rather than political, 

religious, or economic is the combined presence of those 

attributes. 

For example, a decision can be construed as legal 

only if it can be enforced, Individuals, or groups of 

individuals, with that power are defined as "legal au-

thority" by Pospisil (1972: 1 5 ) • In complex societies 

legal authority resides in persons who hold specific 

status positions associated with a complex enforcement 

system. Norms can only be enforced and sanctions 

levied where someone has the power to effect a dec~sion. 
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Pospisil recognizes two types of authority, one absolute 

and the other limited ''by law, custom, public opinion, or 

a superior authority" (Pospisil 1972: 21). 

Enforcement is not enough to make an act "legal," 

the authority must intend that the decision be applicable 

to all similar instances in the future. Pospisil argues 

that "the intention of universal application" is what 

imparts the element of an "ideal" to a legal decision. 

By imparting the element of the ideal to a legal deci-

sion, not only the affected parties, but also other per-

sons in the social group are joined to the effects of the 

decision (Pospisil 1972: 22). The legal decision is not 

an isolated act but becomes part of a corpus of decisions. 

Pospisil argues that to be legal a decision must 

delineate the nature and rights and duties of the af-

fected parties. Obligatio "describes a socio-legal rela-

tionship" (Pospisil 1972: 23). A right on the part of 

one individual always implies a duty on the other. Ob-

ligatio is always the authority's interpretation of a 

social relationship and the infraction of rights and 

duties and is, therefore, epitomized by the rights and 

duties which forge a "jural link" (Ibid. 23). 

Sanctions alone do not define behavior as legal. 

Negative economic impacts and brute force often accompany 

illegal acts. What matters in Pospisil's opinion is the 
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"effectiveness" of a sanction in achieving "social con-

trol and conformity" (1972: 24). In order to be effec-

tive, Pospisil argues a sanction "must be definitive, 

predictable, and immediate" (1972: 24). 

By adopting Pospisil's definition of law as any de-

cision that affects social control (1972: 15), one can 

study decisions made within organizations not associated 

with the organized legal system. He argues that his 

categories for the analysis of "law" have the virtue of 

making "law universal, cross-culturally applicable, and 

central to the existence of any functioning social group 

in the sociological sense of the word" (1972: 34). In 

order to test Black's propositions using the conduct of 

practicing scientists, the "legal" behavior observed can 

not be confined to a governmental system but must be ex-

tended to include universities, hospitals, and profes-

sional and learned societies. Black's conception of law 

and what constitutes "legal" behavior fails to meet the 

need. Because Pospisil's definition of the law allows 

for multiple legal systems arising from subgroups within 

society, it has a broader conceptual base. In order to 

test Black's propositions, fospisil's definition of a 

"legal" deci.sion and his idea that any social grouping 

may be characterized by any number of legal systems have 

been adopted in this analysis of the legal behavior of 
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of the several or~anizations discussed. 

BLACK'S PROPOSITIONS ABOUT LAW 

Black derives several propositions using the social 

phenomenon stratification as an analytical category. 

Black defines stratification as "any uneven distribution 

of material conditions of existence" (1976: 1 1 ) • "Law 

varies directly with stratification" (Ibid. 13). Black 

contends that the more socially stratified a society the 

more "legal" behavior is generated. Where there is more 

equality in the distribution of economic goods and ser-

vices and less differentiation by status, the family 

ex c er c is es more soc i a -1--- cont r o 1 ( I bid . 1 4 ) . With soc i a 1 

stratification, division of labor, and task specializa-

tion increased, there is a tendency toward more "legal 

behavior." 

The consequences of social stratification and dif-

ferential distribu~ion of we~lth leads to another propo-

sition: "Law varies directly with~" (Ibid. 17). 

People who enjoy a higher status than their fellows are 

more apt to resort to law (Ibid. 18). People of the 

same rank are more likely to resolve differences infor-

mally (Ibid. 15). In addition, authorities are more 

likely to respond to the complaints of persons with 
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higher status. The wealthy are more likely to win their 

lawsuits, ahd to get more compensation through legal 

actions than people of more modest circumstances (Ibid. 

27). The poor are more likely to be charged with a crime 

and their offenses are considered more serious than those 

of the wealthy (Ibid. 25). 

Using Pospisil's terminology, legal _authorities are 

more responsive to the complaints and pleadings of those 

who enjoy higher status. Authorities promulgate deci-

sions which are intended to have universal applications 

which favor the interests of those occupying positions of 

higher status. The obligatio between those of different 

rank is likely to be defined in a way that a person with 

higher status will experience fewer and less severe nega-

tive sanctions for the same offense committed by a person 

of lower status. 

Durkheim (1938: 114) said that "Social life can be 

affected only by the number of those who participate ef-

fectively in it." Black defines morphology of social 

life as "the distribution of people in relation to one 

another, including their division of labor, networks of 

interaction, intimacy, and integration" (Black 1976: 

37). Black postulates that the amount of law is affec-

ted by the degree of social differentiation, frequency of 

social interaction, and the degree of social integration 
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of individuals. The relationship is.not always direct. 

"The r·e a 1 t i on sh i p be t ween t h e 1 a w a n d r e 1 a t i on a l 

distance is curvilinear" (Ibj_d. 41). Intimates seldom 

resort to the law. They "work things out," or solve 

problems informally. Strangers call upon the law, but 

only up to a point: Complete strangers are unknown to 

each other and have no interactions to necessitate law. 

Disputes between intimates are not only unlikely to be 

taken to the law, they are less likely to be investi-

gated, or treated as criminal (Ibid. 42). The killing 

of a family member or associate in a private context 

often attracts less attention, a less severe legal sanc-

tion, than the killing of a complete stranger in public 

(Lundsgaarde 1977). 

"Law varies directly "'ith integration" (Ibid. 48). 

How well integrated an individual is into the social life 

of the community affects how society views his offenses. 

People firmly entrenched in the social life of their com-

munity have more law at their disposal than people who 

are marginal to community life. Not only are offenses 

against those well-placed in the community taken more 

seriously, their own deviance is often overlooked. Pil-

lars of the community have every advantage in the legal 

process. Moreover, any behavior of marginal persons is 

much more likely to be defined as deviant, or illegal. 
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People who are marginal to the social group are often 

suspect and to be blamed for trouble. Persons with a 

reputation of respectability are less subject to the law. 

Their complaints against others are taken more seriously. 

People with questionable reputations are disadvantaged 

before the law. Their complaints against others are not 

often acted upon, even the outcome of their lawsuits are 

less favorable (Ibid. 113). Unrespected persons are more 

apt to be designated as deviant or criminal (Ibid. 117-

118). 

Black also relates the quantity of law to "culture" 

which he defines as "the symbolic aspect of social life" 

(Ibid. 61). Among the phenomena which he includes in the 

category of culture are educa~ion and the ''convention-

ality of ideas" (Ibid. 72). By his definition, educa-

tion is a quantifiable aspect of culture. From Black's 

perspective, people with more education are most likely 

to be litigious: "Literate and educated people are more 

likely to bring law~uits against others, for instance, 

and they are more likely to win, and to win more" (Ibid. 

64). The behavior of educated people is less likely to 

be construed as deviant as are the seriousness of their 

infractions when they are noted. Closely related to 

education is the conventionality of individuals. 

"Law varies with conventionality" (Ibid. 68). ·The 



more conventional the person's ideas and behavior the 

greater the- legal advantage. The more unconventional 

ideas and behavior are, the more likely they will be 
\ 

regarded as deviant. Conventional people are more 
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acceptable not only because they are less offensive, but 

also because they are less noticeable; they are obscured 

by the crowd. 

"Law varies directly with organization" (Ibid. 86). 

Black defines organization as "the capacity for collec-

tive action" (Ibid. 85). He argues that organization is 

a quantitative variable which can be measured by the 

"number of administrative offices, the centralization 

and continuity of decision-making and the quantity of 

collective action" (Ibid. 85). Like status, corporate-

ness confers legal advantage. Organizations have greater 

access to the law and use it more frequently than indi-

viduals. The legal activity of organizations is great 

enough that legal staffs are commonplace. Organizations 

which file lawsuits are more likely to win them than 

individuals; organizations are more litigious than in-

dividuals (Ibid. 91). Organizations are more likely to 

lodge complaints, prosecute individuals, and extract 

punishment (Ibid. 92-97). 

Organizations are less culpable for their acts. 

Most complaints against organizations are brought by 
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individuals, but the more complex the organization the 

less likely a complaint will be brought. If a complaint 

is lodged, it is less likely to succeed the greater the 

complexity of the organization accused. Even if found 

guilty, the greater the complexity of the organization 

the less likely it will be held accountable. The more 

complex the organization, the less likely sanctions will 

be levied. Organizations are· "given another chance" if 

they "promise to conform in the future" (Ibid. 94). Or-

ganizations are less likely to accept responsibility for 

a wrong; they are more apt to effect a compromise with-

out acknowledging responsibility (Ibid. 103). The be-

havior of organizations is less often defined as deviant, 

even less often as criminal (Ibid. 100). 

Black adopts a functional definition of social 

control when he defines it as "the normative aspect of 

social life. It defines and responds to deviant be-

havior" (Ibid. 105). He does not give us an explicit 

definition of social control, rather he enumerates some 

of its qualities and gives examples. For instance, 

bureaucratic and informal punishments as well as paren-

tal control are considered forms of social control. 

Black postulates the following: "Law varies inversely 

other social control" (Ibid. 107). What Black 

identifies as "other forms of social control" would be 



defined as "legal decision" by Pospisi] since they are 

decisions ~hich can be enforced. Using Pospisil's de-

fj_nition of "legal," bureaucrati.c and informal verdi.cts 

and enforceable parental decisions are all legal acts. 

Thus organized law varies inversely with the operation 

of other legal sub-systems. When an individual is sub-
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ject to social control and decisions outside of the for-

mal legal system, he is less likely to become involved 

in the formal legal system. 

Black describes social control in science as infor-

mal, decentralized, indirect, and subtle. Scientists 

seldom experience censure, dismissal, or public disgrace 

(Ibid. 80). But social control and the seriousness of 

miscond~~t have increased as science has grown and ma-

tured (Ibid. 81). Surveillance and regulation by the 

federal government are greater. With the influx of 

federal funding and the proliferation of the numbers of 

organizations sponsoring research, there has been an 

increase of differential rank among organizations and 

individuals. There has been a stratification of univer-

sities and organizations so that the more prestigious 

organizations are better able to attract both talented 

personnel and resources which leads to an even greater 

advantage in capturing resources. In addition, the 

bureaucratization of universities has proceeded in 
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tandem with the growth of research and resources. 

Within an institution, there is often a str~tification 

of scientists which stems from the practice of rewarding 

those who bring resources to the organization including 

overhead from the indirect costs of research. 

Black's propositions relating to social morphology 

would predict that collegiality discourazes the use of 

law. As specialization and bureaucratization increase 

so would the use of law. Stratification erodes colle-

giality and equality among scientists. As differences 

in rank increase, the ability to invoke collegial rela-

tions in the resolution of conflicts is reduced resul-

ting in fewer conflicts resolved by informal means. The 

proposj_tions would predict an increase in "legal" be-

havior among scientists who may have unequal status. 

Informal means of social control become less effective 

as more persons move outside its influence and beyond 

meaningful sanctions: "As the stratification of a com-

munity or society rncreases, then conciliation declines, 

replaced even more by punishment, compensation, or 

treatment" (Ibid. 30). 

Scientists who are well known in the scientific 

community and within the university where they do re-

search have an advantage. Social control is greater the 

lower the status of the scientist. Deviant behavior by 
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an established scientist is viewed less harshly than mis-

conduct on \he part of a less prominent scientist, Pro-

minent scientists are less restrained by social control 

and enjoy more jmmunity from scrutiny and possible sanc-

tion. Scientists who enjoy prestige in the scholarly 

community would be subject to less law and be more able 

to make use of the law against others. 

Social control among scientists is also related to 

"conventionality," the misconduct of a less conventional 

scientist who espouses avant-garde ideas in his research 

is more disturbing (Ibid. 82). Scientists who hold ideas 

which are controversial are less likely to have the sup-

port of their colleagues and to be more subject to disap-

proval~_ Where ideas are shared, recourse to formal mech-

anisms like law are more frequent (Ibid. 83). More so-

cial control is exercised where ideas are "neither close 

nor distant," more within scientific disciplines and uni-

versity departments than between collaborators and be-

tween departments (lbid. 83). 

DEFINITION OF KEY CONCEPTS 

The ideas of Black and Pospisil on the relative 

nature of law and legality follow in the tradition of 

Durkheim who said, "an act is socially bad because-
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society disapproves of it" (1947: 82). Durkheim held 

the view that behavior djd not "shock" society because it 

was criminal ''rather it is criminal because it shocks the 

common conscience" (1947: 81). When Black states that 

social control is the "definition of deviant behavior" 

(1976: 2) and Pospisil calls law "relative to the point 

of reference in the societal structure with which it is 

inseparately bound" (1972: 

point of Durkheim. 

34), they reiterate the view-

Durkheim distinguished between two types of facts: 

the normal and the pathological (1938: 47). The later 

category is the equivalent to the contemporary term 

deviant. Durkheim used the general distribution of phe-

nomena as a measure of normality (1938: 55). Durkheim 

believed the normal could be distinguished from the de-

viant (1938: 74). He defined rules as "obligatory means 

of acting" (1947: 4). Rules provide the bases for the 

discovery of norms through the study of deviations (1947: 

353). 

Behavior which is construed as a breach of the rules 

signifies the presence of a norm. A breach of conduct 

implies the existence of some standard of behavior. 

Norms serve to delineate our expectation of the behavior 

of others (Epstein 1967: 206). The identification of 

rules often emerges when conduct recognized as breaching 
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normal behavior in~okes social responses (Harshbarger 

1973). The·· case study method may be the best; way to re-

veal what norms are regulating behavior. The material of 

an actual case can be used as the basis for analysis 

which can reveal basic principles and regularities 

(Epstein 1967: 208). Pospisil has said that the prin-

ciples extracted from legal decisions in individual cases 

reveal b~th the real and ideal aspects of social reality 

since they are derived from actual behavior (1972: 14). 

Llewellyn and Hoebel also have argued that trouble cases 

dramatize latent norms and define issues (1941: 21). 

Recent cases of misconduct may be useful as a source 

of empirical data for the identification of common pro-

perties shared by organizations involved in the scienti-

fie enterprise. An incident of deviance can stimulate a 

series of responses from the organizations concerned. 

The identification of persons who take part in the dispo-

sition of a case can open up the "lines of structure" of 

the organization ''the lines of that representation, if 

they can be determined, at the lines of significant or-

ganizational cleavage and structure" (Ibid. 25). For 

Llewellyn and Hoebel the central issue of "legality" in 

action following an infraction of a norm lies in the kind 

of social resources which are mobilized and what limits 

the action taken (Ibid. 25). The techniques used in the 



disposition are more important than the "form and rule 

themselves" (Ibid. 27). 
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S. F. Nadel has said that institutions "represent 

both summaries of behavior and rules of behavior;" they 

"are norms" (1951: 111). He has defined the concept of 

institution as meaning "a standard mode of social be-

havior" (Ibid. 111). Behavior is construed as stan-

dardized when it is the most frequent way of behaving, 

"typical or normal conduct .in response to a given event" 

(Ibid. 112). We can also discover what is a standardized 

way of acting through the presence or absence of sanc-

tions (Ibid. 112). What we are interested in, according 

to Nadel, are the aspects of behavior which are ''inten-

tional and purposive" rather than any "ulterior or ulti-

mate" purposes (Ibid. 109). What we must do when we des-

cribe and analyze institutions is to delineate: 1) the 

kind of standardization apparent in the co-activity, 2) 

the group's "personnel" who carry out the activity, and 

3) the goals or "the aim-contents" of the activity (Ibid. 

111). Further, we must include in our description the 

"prerequisite conditions" which are both the "physical 

environment" and "material tools" through which "any in-

stitution is realized (Ibid. 111). 

Stephen Ackroyd and John Hughes (1981) have explored 

the importance of theoretical assumptions and concepts 



used in both the collection of data and its analysis. 

They say of phenomena: "to become data or te> be recon-

stituted as data, they need to be placed within some 

theoretical framework that informs research'' (Ackroyd 

and Hughes 1981: 3). The definitions of most concepts 

used in the collection of data and the analysis of that 

data and public documents are those conceived by N. S. 

Nadel. 
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Nadel defines a social relationship as "an abstrac-

tion standing for a set of regular behavior patterns be-

tween individuals" (1951: 98). The social behavior 

which forms the data of this study is the "task-like" 

and "aim-contents" behavior which can be extracted from 

documents or elicited from informants. Nadel believes 

that facts revealed by informants or through observations 

can establish the numerical frequency of behaviors and 

what can be construed as "typical" behavior (Ibid. 113). 

The importance of establishing the extent of standardiza-

tion of behavior is that institutions are comprised of 

expected behaviors and aims that.are valued (Ibid. 117). 

Science incorporates institutionalized activities 

which can be characterized by Nadel's definition of a 

multipurpose association "institutionalized activities 

activated by several groups, the manner of activation 

being modified as different groups are involved'' (I~id. 
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157). Nadel distinguished between institutions which 

achieve their purpose or accomplish tasks wi~hin them-

selves (operative) and those whose aim is enabling other 

institutions to accomplish tasks (regulative) (Ibid. 

136). Most institutions, however, combine these proper-

ties. Institutionalized science is no exception. Some 

of the groups which comprise institutiona~ized science 

carry out research, others provide resources for that 

activity, some combine research with applications, others 

concern themselves with administration, and others with 

matters of policy. Nadel believes that the elements of 

institutions bond in two ways: 1) they require each 

other to achieve goals and 2) each element achieves only 

part of the total goals of the institution (Ibid. 125). 

The different groups and organizations combining to 

carry out scientific activity have such differentiation. 

The aims of institutions are achieved through the 

groups which combine to carry out the activity of the 

institution. Nadel"defines a group as "a collection of 

individuals who stand in regular and relatively permanent 

relationships, that is who act towards and in respect 

to each other, or towards and in respect of individuals 

outside the group, regularly in a specific, predictable, 

and expected fashion" (Ibid. 146). The relationships of 

groups are discernable through institutionalized activity 
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in the form of "rights and obligations vested in or in-

cumbant updn individuals in virtue of their group mem-

bers" (Ibid. 146). Nadel asserts that groups must pos-

sess the following attributes: 1) they renew human ma-

terial through recruitment, 2) they operate through ac-

tivity, 3) they possess factors which promote cohesion 

and endurance, 4) relationships have an ordered arrange-

ment, and 5) external relationships are ordered. These 

attributes combine to form the structure of a group which 

must be included in any description of the group (Ibid. 

150). 

According to Nadel, all groups are founded on some 

"principle of recruitment" which serves to impose rights 

and duties on its members. When individuals join as they 

desire, recruitment is described as~; where recruit-

ment depends on the presence of qualifications it is 

closed. Closed groups can be compulsory when recruitment 

is automatic and either based on vested qualifications 

which an individual•is unable to change or on contingent 

qualifications which can be attained (Ibid. 151). 

· Because this study is focused on the social rela-

tions and processes involved in a particular incident of 

professional deviance rather than the morality or psycho-

logy of individuals, the data to be collected will be 

structured by the role, or roles played by individuals 
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involved in the incident or responding to it, that is 
., 

structured by the rules which determine the ~ay people 

act. In science status is achieved, that is, it is based 

on earned qualifications (Ibid. 171). Status can be un-

derstood as "the rights and obligations of any individual 

relative both to those of others and to the scale of 

worthwhileness valid in the group (Ibid.). The combined 

rights and obligations of persons to each other delineate 

the internal order of the group (Ibid. 169). Who has 

what privileges needs to be known. The identification of 

rewards and resources and who controls them are important 

to discovering .the distribution of power within and be-

tween organizations. 

Nadel conceives of power as the "command" over the 

actions of others (Ibid. 169). The perception of who 

has power or authority in an organization do not always 

match reality. Knowing which individuals are associated 

~ith which decisions and how decisions are made furnishes 

information on the power and authority structure within 

the organization. Sanctions are the reactions to ap-

proved (positive) or disapproved (negative) behavior 

(Radcliffe-Brown 1952: 205). Who sanctions tells us 

about power. Knowing who controls resources and rewards 

often identifies the holders of pow~r. Alterations in 

relationships in response to behavior tells us something 
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about the power and authority structure. Perceptions of 

the significance of misconduct to an individual, unit, or 

organization can reveal what interests are believed to be 

threatened and the bases of power. 

Rank is a "formalized version of status" (Nadel 1951: 

171). Within science there is some differentiation of 

social position based on rank. This is closely connected 

to prestige and the distribution of privileges. Prestige 

has been defined as "some acquired preeminence of indi-

viduals over one another, and to some acquired command 

over one another's actions" (Ibid. 171). 

METHODOLOGY 

With Nadel's proscription in mind for the analysis 

of institutions (p. 29), the behaviors described in the 

following chapters focuses on those social relationships 

and processes salient to social control within the insti-

tution of science and include: 1) the relationships be-

tween principals involved in the incident, 2) the network 

of relevant relationships between those individuals and 

the organization sponsoring the research, 3) the network 

of relevant relationships between the individuals invol-

ved and other organizations connected with the incident, 

4) the relationships between the sponsoring institution 



and other organizations connected with the incident, 

5) the response of other subunits within the ·sponsoring 

organization that became involved after the incident, 
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6) the response of the administrative unit of the spon-

soring organization, 7) the responses of other organiza-

tions which became involved, and 8) the rewards and re-

sources entailed. An additional objective of the study 

is the identification of those characteristics of social 

relationships and organizations which are important in 

forming responses of the various organizations and ex-

plain the variation, if any, between the responses of 

different organizations to trouble cases involving scien-

tists and to compare the special case of the cancer re-

searchers at Medical Center Hospital with others pub-

lished in the literature. A final objective is to test 

Black's propositions using specific cases. 

The kinds of information gathered from the case 

materials include: 1) identification of the elem~nts 

of the system, 2) the structure and organizations of the 

groups involved, 3) the roles of .the various actors, 4) 

the allocation of rights and duties among all the parti-

cipants in the case, 5) distribution of rank and status, 

6) formal and informal rules which are said to govern the 

behavior of scientists, and 7) the rules (such as they 

are found to be) for imposing sanctions on scientists 
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judged guilty of misconduct. 

The grpups and organizations which form the domain 

from which information is drawn are: 1) the research 

team, 2) work units supporting the team, 3) administra-

tors from within the hospital responding to the incident, 

4) members of the Internal Review Board (IRB), 5) faculty 

and staff of the hoipital and medical school, 6) persons 

responding for the clinical trial group, 7) personnel of 

the state licensing board which responded to the allega-

tions, 8) funding officials of the federal agency suppor-

ting the research, 9) the personnel within the units of 

the federal agencies which investigated the incident, 

10) the Committee on Scientific Freedom and Responsi-

bility of the American Association for the Advancement of 

Science, 11) the President's Commission for the Study of 

Ethical Issues in Medicine and Biomedical and Behavioral 

Research, and 12) certain members of Congress and their 

staff. 

Participant ob&etvation is the methodology most 

closely identified with anthropological fieldwork car-

ried out in small-scale societies. Participant observa-

tion is said to allow an anthropologist to learn the 

dynamics of daily lives of the group he studies, and to 

gain understanding of the behavior and values they share. 

The ethnographic approach can combine participant 
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observation with interviewing (Pelto and Pelto 1970), 

and has pro~ed useful for studying organizati9ns in com-

plex societies (Sanday 1979). Anthropologists doing re-

search in complex societies have studied institutions as 

diverse as landownership (Salman and Lockhart 1980), 

labor (Gilmore), ethnographies of hospitals (Roberts et 

al. 1980), leadership in a maternity cente~ (Day 1980), 

and evaluations of a health care system ·(Lundsgaarde rt 
al. 1981). Even in traditional settings, formal inter-

viewing is becoming more important in anthropological 

research (Freilich 1970). Freilich suggests that infor-

mal and conversational interviewing is more appropriate 

while the fieldwork is in the early stages of data col-

lection (1970: 560). As the worker's control of infor-

mation deepens, the structuring of interviews is more 

appropriate. By setting boundaries, the anthropologist 

facilitates his memory (Freilich 1970: 561). 

Not all research carried out in complex societies 

lends itself to participant observation. The students 

of Laura Nader have relied on interviews (formal and in-

formal) combined with documents (1972: 308). The re-

search methodology followed in this study combined struc-

tured and unstructured interviews with the use of docu-

ments. The interviews served to standardize the infor-

mation available in the various documents. 
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The case chosen for study was selected for several 

reasons. The allegations of misconduct on the part of a 

cancer researcher involved conduct concerning the process 

of research that breached norms thought to govern that 

process and not conduct relating to fiscal matters and 

moral norms governing society as a whole. The case is 

also instructive because of the diversity and number of 

organizations which responded to the allegations inclu-

ding the hospital and medical school providing the re-

search setting and sponsoring the research group, a 

clinical trial group sponsoring the research and serving 

as a data repository, the federal agency supporting the 

research, the federal agencies regulating the research, a 

Presidential Commission evaluating the effectiveness of 

regulations protecting human subjects of research, and 

two Congressional committees. 

The case was also selected for the magnitude and 

accessability of the documentary material which is-in 

excess of 10,000 pages available through the Food and 

Drug Administration when requested through the Freedom of 

Information Act. In addition, there are published 

hearings, proceedings, and reports by the President's 

Commission for the Study of Ethical Issues in Medicine 

and Biomedical and Behavioral Research. Further, there 



are available swor~ testimonies in the form of deposi-

tions of some of the individuals taken as part of the 

discovery in a lawsuit brought in federal court. 
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Research in the social sciences rarely puts parti-

cipants at risk during data collection. The risks to 

individuals usally takes the form of information dis-

closed at publication. The research carried out for 

this study was no exception and presented the additional 

problem in that cooperating individuals could be harmed 

by inadvertant disclosure of facts or opinions later 

used in litigation. In an effort to avoid the potential 

for harm, the identity of the organization where the 

incidents occurred and all individuals, even public 

officials, are not divulged in either the case explored 

in depth or any of the cases used as comparative material. 

A descriptive indentifier was agreed upon between each 

participant and the investigator. Since the objective 

of the research is focused on social relations and pro-

cesses, the identity of private organizations and indi-

viduals have no relevance. A copy of the consent agree-

ment used can be found in the Appendix. 

OVERVIEW OF CONTENTS 

Chapter II begins with the recounting of the facts 
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of the case. study. The rest of the chapter describes and 

analyzes the responses to this case on the part of two 

organizations serving the interests of science, the 

hospital and medical school serving as the research set-

ting and sponsor of the research, and the clinical trial 

group which sponsored the research and stored the data 

along with data ge~erated by other participating groups. 

Chapter III addresses the responses of organizations 

representing the interests of both science and the public. 

The role of Congress in formulating policies affecting 

science is analyzed from the point of view of the policy-

making process and Congress's responsibility to protect 

the public from unwarranted risk while promoting advances 

in scientific knowledge. The activities of the Committee 

on Scientific Freedom and Responsibility of the American 

Association for the Advancement of Science provides an 

opportunity for exploring the potential of professional 

associations for serying as arenas of self-regulation by 

scientists. The position of the whistleblower in social 

control in science is treated in the analysis of the 

response of the President's Commission for the Study of 

Ethical Issues in Medicine and Biomedical and Behavioral 

Research. The role of licensing boards in regulating 

professional behavior concludes the chapter. 
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Chapter IV treats the responses of the several or-

ganizations representing the public, the fedetal agencies 

which regulate research and the agency which funded the 

projects. The responses of the agencies are analyzed 

from the viewpoint of the perceived missions of the 

organizations and their respective policies for imple-

mentation of regulations. Implementation is also dis-

cussed from the perspective of the administrative style 

of the agency. 

ln Chapter V the responses of the various organi-

zations to the principal case are compared with com-

parable responses to similar incidents published in the 

literature. The cases are discussed and compared from 

the perspective of value~ and norms believed to govern 

the behavior of scientists. Concepts derived for the 

study of social control in science are utilized in the 

analysis of the responses to misconduct on the part of 

scientists. 

In Chaper VI the sanctions imposed on scientists 

judged to be guilty of misbehavio~ are discussed. The 

legal basis for regulating research and imposition of 

sanctions for misconduct associated with the research 

process is reviewed. The effectiveness of social control 

in science is discussed and analyzed. The empirical 



42 

support for Black's propositions are discussed in detail. 

The chapter concludes with suggestions for further re-

search. 



CHAPTER II 

PROMOTING THE INTERESTS OF SCIENCE 

This chapter describes the case of an incident of 

alleged misconduct on the part of a clinical investiga-

tor who served as Chief of Medical Oncology at a large 

metropolitan medical center. The Oncology unit was in-

volved in a number of research projects most of which 

were under the direction of the Chief of Medical Onco-

logy. One of those projects became the center of con-

troversy when five members of the staff of the unit 

took allegations of research fraud and failure to pro-

tect the rights of participants in experimentation to 

hospital authorities. 

The account of the events at Medical Center Hospital 

begins with a description of the Oncology unit, its or-

ganization, and the range of activities carried out by 

the staff of the unit. The Oncology unit is typical of 

many such entities in the scientific community where 

research and medicine are combined in multiple clinical 

research projects. The events which transpired on the 

unit that later were a cause for concern provide an 

example of the potential for problems inherent in situa-

tions where research is combined with the delivery of 



clinical services and the norms and values associated 

with science interface with the professional norms and 

values associated with medical care. 

The Principal Investigator (PI) of the project, 
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which was to be the focus of controversy, came to Medical 

Center Hospital as Associate Visiting Physician and Asso-

ciate Professor of Medicine directly from~ two year 

clinical fellowship with the National Cancer Institute 

(NCI) where he was head of a cell kinetics laboratory at 

a Veteran's Administration hospital in Washington, D. C. 

Recruited by the Physician-in Chief, Chairman of the Di-

vision of Medicine, the PI proceeded to build what he 

later described as the largest clinical service at Medical 

Center Hospital. The Physician-in-Chief later told 

federal investigators that the PI succeeded in building a 

"well-recognized'' unit where there had not been one, and 

that he continued to be a strong supporter of the PI 

during the course of his appointment as Chief of Medical 

Oncology (I). Between the years 1974 and 1978, the PI 

testified that he was able to secure funding to support 

his research from the American Cancer Society, NCI which 

funded him through a project grant and through a coopera-

tive clinical research group, the Eastern Cooperative 

Oncology Group (ECOG), and the hospital (2). 
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THE ONCOLOGY UNIT 

Four kinds of staff, about thirty-five full time 

personnel in 1978, carried out patient care and research: 

1) medical, 2) nursing, 3) laboratory, and 4) clerical 

(3). The physicians were either senior or junior staff. 

The PJ's duties as Chief of the unit were to "run a cli-

nical and research cancer program" as part of the Divi-

sion of Medicine (4). He was assisted by two other 

senior staff, one of these an experienced oncologist 

whom he designated "Associate Clinical Chief" when he 

joined the staf~ as attending physician and Associate 

Professor of Medicine in 1976 (5). An Assistant Oncolo-

g i s t w a s a d d e d in 1 9 7 7 a f t er h e f i n i sh e d a ___ f e 11 ow sh i p 

under the supervision of the PI. Together these three 

physicians shared the clinical responsibilities of the 

in-patient service (patients under the care of the hos-

pital staff doctors) and consultations. One day each 

week the senior staff physicians each conducted an out-

patient clinic (Figure 1). The Associate Clinical 

Chief was also "Floor Director" for F4, the physical lo-

cation of the Medical Oncology unit within the hospital. 

Three senior staff also shared teaching responsi-

bilities. They cooperated in the clinical instruction of 
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undergraduate medical students and third and fourth year 

students rotating to the unit as well as offering semi-

nars for house staff and nur~es. The PI taught and di-

rected doctors who were on fellowships and attached to 

the unit. 

As chief, the PI was director and administrator of 

the research effort of the unit. The Associate Oncolo-

gist spent between ten and fifteen percent of his time 

on research funded by the ECOG grant (see Figure 2) and 

about twenty percent in his own laboratory doing studies 

on chromosomes. The Assistant Oncologist devoted much 

of his time to research activities. The PI had a number 

of projects supported with funds awarded to him and not 

the unit. Beyond his research, clinical, teaching, and 

administrative duties, the PI carried out an extensive 

public relations effort to stimulate good will and con-

tributions to the research fund of the unit. 

Doctors on fellowships were among the junior staff. 

During their first year, fellows were engaged primarily 

in clinical work and had only a minor role in research. 

Already licensed physicians, fellows had their part in 

consultations and in-patient service where they "worked-

up" the case for presentation to the rest of the staff. 

The fellows assisted staff doctors in the out-patient 
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clinics. During the second year of fellowship, these 
. 

doctors spent more time involved in research and might 

be put in charge of certain aspects of data collection 

where an individual was especially familiar with certain 

procedures, or techniques. 

Six of the nursing staff had research responsibili-

ties. Four nurse oncologists, including the Head Nurse, 

followed patients through treatment protocols and recor-

ded a variety of data (see Figure 1). Each nurse char-

ted the progress of patients and monitored their respon-

ses to treatment. When she joined the unit in 1975, the 

Head Nurse was involved primarily in patient care inclu-

ding attendance at patient rounds, assisting in out-pa-

tient clinics, and work with patient's charts. Later 

her involvement in research increased. She assisted the 

PI with referrals at a satellite, a hospital treating 

patients in-house but submitting data to ECOG through 

the Oncology unit. At the satellite she collected data 

on patients for evaluating their eligibility for treat-

ment through the ECOG program. Together with the Nurse 

Data Manager, she managed referrals at another satellite 

(see Figure 2). 

The Nurse Data Manager was initially hired in 1970 

by the Division of Surgical Oncology. When the ECOG 
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FIGURE 2 
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program was removed from that division in 1975 to be fun-

ded and administered through the Division of Medical On-

cology, she was transferred to continue managing data 

collection, recording, and reporting activities. She 

supervised one nurse oncologist who assisted her. They 

reviewed patients' records for the completeness of in-

formation they contained, but not accuracy. A completed 

case was submitted to ECOG through the PI (see Figure 1). 

Beyond the mechanics of administering data collection 

and maintenance of records, the Nurse Data Manager had 

an array of other duties which included serving as a 

reference and resource person to staff nurses and doctors 

on the side effects of drugs, toxicity associated with 

certain drugs, the distribution and accounting of drug 

supplies, and dissemination of information relevant to 

monitoring a treatment routine. She maintained communi-

cation between patie~ts and staff. She served as the 

ECOG nurse oncologist. at several satellite hospitals. 

Beyond attendance at patient rounds, neither she nor her 

assistant carried out any patient care at the Medical 

Center Hospital. 

Of three clerical persons one functioned as per-

sonal secretary to the PI managing his appointments, 

correspondence, and typing his manuscripts and reports. 
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Another served as Secretary/Data Manager performing 

tasks related to the clinical and research activities of 

the unit. The Administrator Coordinator was in charge 

of payroll, personnel, and financial activities and 

utilized some of the time of the Administrative Secretary 

and Secretary/Data Manager. 

The research laboratory maintained by the PI and 

under the direction of a biochemist augmented the unit's 

research capability. The Laboratory Director was invol-

ved with much of the research activity of the unit and 

worked closely with the PI on most of his research. 

RESEARCH ACTIVITIES 

From 1975 to 1978 the PI is believed to have recei-

ved almost $1,000,000 in research grants in his own name, 

$900,000 from NCI and about $96,000 from the American 

Cancer Society. He received another $500,000 as a co-

investigator from the Natio~al Institutes of Health (NIH). 

He was also funded through the hosp~tal, and administered 

the funds received by the hospital from ECOG about 

$120,000 in 1978. 

ECOG is a cooperative clinical research group of 

which NCI had about 190 in 1980. ECOG has about forty 
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member hospital-based research groups which annually pro-

cess data on about 40,000 persons (U. S. Senate 1981b: 

117). NCI funds the research through a grant adminis-

tered by ECOG. Certain but not all member hospitals are 

funded. The cooperative research begins with random as-

signment of patients to regimens of treatment, called pro-

tocols, appropriate to the state of each patient's di-

sease and past treatment for cancer. As the treatment 

of the patient proceeds, items of data are collected, 

recorded, reported, and summarized for submission to the 

Operations Office which forwards the data to the Statis-

tical Center where the completeness of a data set is 

verified, the information stored, and later combined with 

other data in analyses (see Figure 3). 

Data to be submitted to ECOG were collected in two 

different phases at the member hospital. The first phase 

was directed at evaluating a patient's eligibility for 

treatment on specific protocols. For example, a protocol 

for lung cancer might be limited to persons within a 

specific age group who had previously had surgery. To 

provide comparison, protocols involve specific alterna-

tive drugs administered in specific doses at specific 

intervals of time, along with associated treatments and 

monitoring schedules· to determine responses to therapy. 
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FIGURE 3 
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Responses to alte~native treatments can then be compared. 

See Appendix A-2 for a typical protocol. 

Putting a patient on a protocol began with an exa-

mination by a staff physician, often a fellow. Cases 

were often discussed during grand rounds, or the fellow 

could consult the Nurse Data Manager about a patient's 

eligibili~y for a protocol. If the criteria of a proto-

col were met, the patient was randomized to one of the 

treatment alternatives by the ECOG Operations Office by 

telephone. After the patient was "on-Study," an array 

of data was collected by one of the nurse oncologists 

assigned to track the patient's care and administer the 

number of weeks of chemotherapy required. She also saw 

t ha t re q u i red t e s t s __ Jo r e v a 1 u a t i n g t re at men t we r e ca r -

ried out. The Nurse Data Manager monitored the course 

of therapy (see Figure 1). 

THE WHISTLE BLOWS 

On Friday June 2, 1978 one of the fellows in the 

Division of Medical Oncology approached the director of 

the fellowship program about resigning his fellowship. 

The director, who was also the Chief of Surgical Onco-

logy, learned during the discussion some of the fellow's 
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reasons for resigning and that another fellow and two 

nurses had knowledge of problems in the conduct of re-

search on tl1e unit. The surgeon met with the other fel-

low, and later with two other nurses. After hearing 

about their concerns, he visited with the Dean of the 

Medical School and called the Associate Chief of Medi-

cine, who was Acting Chief of Medicine during the sabba-

tical leave of the Physician-in-Chief. According to the 

hospital's account of their internal investigation, the 

Dean, the Administrator of the hospital, and the Acting 

Chief of Medicine were all in communication about prob-

lems on the unit that day (6). 

Late that afternoon the Acting Chief accepted the 

fellow's resignation. Over the next few days he talked 

to the other fellow and two nurses and reviewed the re-

cords of the Internal Review Board (IRB), the body re-

sponsible for approving all proposed experimentation 

using humans. On June 6th he reported his preliminary 

findings to the Physician-in-Chief who had just returned 

from sabbatical leave. After concluding that there was 

a basis for the allegations; the Physician-in-Chief con-

vened an Ad Hoc committee composed of a psychiatrist, a 

laboratory pathologist, and chaired by the Associate 

Chief of Medicine. The Physician-in-Chief charged the 



committee with the responsibility to discover the role 

of the phy~lcians on the unit in the problems reported 
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to the administrators. In his letter of appointment the 

Physician-in-Chief outlined three broad allegations: 

The PI had falsified, or encouraged the falsification of 

data, he had carried out human experimentation without 

obtaining informed consent, and his clinical chemotherapy 

of patients was "excessively agressive beyond the bounds 

of good clinical judgment" (7). The charges stemmed 

from conclusions reached after discussions with the 

fellows and nurses. The four were not asked to present 

allegations in written form. 

The committee met on each of three days that week 

and interviewed witnesses including fellows on the unit, 

the six nurse oncologists, Assistant Oncologist, and PI. 

No record was kept of the interviews. The committee re-

ported its findings to the Physician-in-Chief orally on 

June 10th and in writing on June 12, 1978. The physi-

cians were unanimous fn their conclusions: 1) there 

existed documentary evidence that falsification had 

taken place, and one memorandum indicated the PI ''knew 

about it, allowed it, and encouraged it," 2) only one 

instance of human experimentation without consent occur-

red and that incident happened in September 1977, and 
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3) the PI '-s high dose cytoxan research was not "beyond 

the parameter of similar studies elsewhere." On the 

issue of informed consent, the committee noted the Pl 

had received in November a letter from the IRB that 

"did not forbid the practice involved in the case" (8). 

THE HOSPITAL RESPONDS 

On the basis of the committee's oral report, hospi-

tal administrators met to discuss further action. As 

the result of that meeting, the administrators decided: 

1) to request the PI's resignation, 2) request the resi-

gnation of the Assistant Oncologist, 3) notify ECOG of 

the falsification of data, and 4) secure and sequester 

medical records (9). 

Because he was administrator of the Regional Onco-

logy Program and most able to identify ECOG records, the 

Associate Administrator supervised removing records from 

the unit. With the assistance of some of the security 

and maintenance staff, records were retrieved from loca-

tions associated with the unit including the PI's suite 

of administrative offices, three offices on F-4 used by 

the nurses and secretaries, Assistant Oncologist, and 

residents and fellows, as well as the ECOG office on F-1 
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which the Nurse Data Manager and her assistant occupied. 

Personnel were asked to leave their offices and all 

handbags and briefcases were examined for documents and 

records. After people left their offices, desk drawers 

and file cabinets were examined and records removed to 

F-1. All locks were changed (10). 

Having admitted that he had falsified data on more 

than one occasion, the Assistant Oncologist resigned 

voluntarily (see Appendix A-4). The PI denied any 

wrongdoing; he did not resign. He was relieved of his 

administrative duties and the Associate Clinical Chief 

appointed Acting Chief of Medical Oncology. The Physi-

cian-in-Chief withdrew his request for the PI's resigna-

tion pending the outcome of negotiations between legal 

counsel representing the PI and the hospital on terms 

of that request according to the by-laws of the hospital. 

The Physician-in-Chief telephoned the Chairman of ECOG, 

and later the Administrator sent a mailgram informin~ 

him that "inaccurate data" may have been submitted to 

ECOG, the PI had been relieved of his administrative 

duties, and the hospital intended to initiate a full 

investigation. On June 24th the Pl resigned under terms 

reached by legal counsels (see appendix A-5). 

The Head of Quality Assurance began the hospital's 
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investigation of the patient's ECOG records on June 16, 

1978. After records had been removed from the various 

offices and stored in F-1, a photocopying machine was 

taken there and files copied by a Kelly girl (11). 

After copying was completed, records were removed to 

another building and stored in a room with an unmastered 

lock (12). The initial report to the Executive Commit-

tee of the Board of Trustees concluded: 1) numerous 

out-patient records had not been "maintained in accor-

dance with usual and standard medical practice," 2) 

"there were frequent deviations from acceptable protocol 

requirements," 3) there were no instances of "improper 

patient care," and 4) consent forms were found for most, 

but not all, patients. The final report submitted to 

the board in February 1979 contained similar conclusions. 

On June 23rd the Physician-in-Chief and the hospi-

tal's Administiator formed a second fact-finding commit-

tee to investigate the role of the nurse oncologists in 

data falsification. The committee interviewed the nur-

ses and found that five of the six nurses had partici-

pated in data fabrication. No record of these inter-

views was kept. Four nurses were asked to resign inclu-

ding the two nurses who had made allegations. The fifth 

was considered to be "on the periphery" of the problem 
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and along with the· si.xth nurse was "administratively 
, 

disciplined." Some of the nurses claimed they had 

falsified data on their own, others claimed the PI 

encouraged, or condoned, the falsifications. 

On July 13th, the Dean of the Medical School and 

the hospital Administrator went to Bethesda, Maryland to 

meet with and report to NCI officials the problems asso-

ciated with the ECOG research and the actions taken by 

the hospital and medical school. They also discussed 

the status of existing and proposed project grants. 

The problems surrounding the research protocols 

were reported to the IRB in September. In October a 

member of the medical school faculty and an alternate 

serving on the IRB presented the hospital administration 

another allegation that the PI had been carrying out 

high dose cytoxan research without IRB approval. The 

Head of Quality Assurance investigated the charge and 

reported to hospital officials that seven patients had 

been treated with high dose cytoxan under a different 

protocol which had been approved by the IRB; one had been 

treated, however, before either protocol was approved. 

The proposed informed consent forms submitted to the 

committee were different, as were the "thrusts of the 

protocols" (13). 
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ORGANIZATIONS AS GOVERNMENTS 

Traditionally organizational theory has used the 

business corporation as the model for all organizations. 

Deena Weinstein argues that the state can provide an 

equally adequate paradigm for the study of some aspects 

of the organization (1977: 35). Antony Jay observes 

(1967) that size is the important characteristic which 

permits using a political model to study organization. 

When organizations "become as great and complex as they 

are today ••• they begin to take on the apparatus of States 

and need to be studied as political institutions" (1967: 

31). Using Sorokin's conception of the organization as 

an authoritarian state (1941: 186), Weinstein likens 

oppositions to bureaucratic authority to rebellions. 

Lewis Coser points out that authoritarian regimes may 

limit and restrict activities while permitting autono-

mous organizations, but they "suppress organized opposi-

tion and public criticism" (1966: 254). 

One of the characteristics Weber attributed to bu-

reaucracies are levels of authority which form "a firmly 

ordered system of super- and subordination" (1946: 197). 

The hierarchical structures of authority characteristic 

of a hospital bureaucracy make the authoritarian state 
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useful as a model for the study of hospital organiza-

tion. Basil Georgopoulous and Floyd Mann (1978) credit 

the origin and persistence of the hierarchical and au-

thoritarian organization of work arrangements in hospi-

tals to a combination of historical and other factors. 

Early in their history, the health professions and hos-

pitals were customarily allied with religious and mili-

tary organizations. When professionalization and 

trained specialization were still in the future, rigid 

observance of rights and duties served to encourage 

obedience to superiors in times of crisis. A hierar-

chical ordering of relationships and delineation of lines 

of authority provide a framework for implementing rules 

which regiment behavior. 

Over the last half century there has been an in-

crease in the bureaucratization and rationalization of 

hospital organization and work. Continued concern for 

"predictability of performance," the prevention of error, 

and the desire for efficient operation encourage the 

persistence of authoritarian characteristics in hospital 

organization (Georgopoulous and Mann 1967: 22-23). In 

hospitals the main source of coordination of activity 

has been the hierarchy of authority (Neuhauser 1978: 

35). Work tasks in hospitals are not regulated by 
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mechanical .. routines. A system of control based on the 

authoritarian imposition of formal rules deters deviance 

and encourages uniformity of execution of performance 

(Georgopoulous and Mann 1978: 24). Increased specia-

lization and professionalism have increased the use of 

discretion and independent judgment. As that trend con-

tinues, professional ethics rather than regimentation 

will structure more work. 

In Weber's ideal bureaucracy all work is routinized 

(1946). Where work patterns are differentiated and dis-

cretion and individual interpretation of occupational 

roles, goals, and duties exist, oppositions become more 

likely (~einstein 1977: 33). W~instein identifies 

attempts at change initiated by persons without power 

as oppositions. Efforts to change by the powerless are 

oppositions because they are non-standard forms of be-

havior and challenge authority according to W~instein. 

Bids for change are not attempts to grasp power, but 

"revolts against authority," aimed at "exposure of situa-

tions or practices that are considered to be illegal, 

inefficient, or immoral" (1977: 32). There may be con-

flict over what constitutes competence, loyalty, or "in-

terpretations of professional codes" (Ibid. 33). People 

disagree about what is best for the organization or an 
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institution .• In Weinstein's view there are three impor-

tant issues in the study of bureaucratic oppositions: 

What conditions foster oppositions, the processes and 

problems of group formation, and the analysis of the 

strategies groups use to oppose bureaucracies (Ibid. 36). 

OPPOSITION AND CONFLICT 

Weinstein tells us that oppositions can grow out of 

conflict over "right principles of conduct" (1977: 32). 

The possibility of conflict over conduct began in 1976, 

perhaps as early as February when some members of the 

unit began falsifying data. Most of the early fabrica-

iions concerned data whith were critical to patient eli-

gibility for protocols. For example, some protocols re-

stricted treatment to persons in certain age groups. 

Age changes were followed by changes in dates of surgery. 

Protocols, de~igned to compare success of surgery fol-

lowed by chemotherapy with surgery without chemotherapy, 

usually proscribe a time limitation between surgery and 

beginning chemotherapy. Changing dates of surgery re-

quired the additional falsification of dates of pathology 

and post-operative reports. In other instances, patients 

were required to be free of drugs, or therapies, for a 

certain period of time before entering a study protocol. 
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During an interview, the Assistant Nurse Data Mana-

ger told officials from NIH that the staff rationalized 

that "a couple of weeks is not going to make a differ-

ence," or that patients should not be denied proper 

treatment (14). A nurse oncologist who made those kind 

of changes later told an ad hoc fact-finding committee 

that she had not wanted the patient to be "disqualified" 

(15). Another told them she had made changes so the 

patients could "get drugs" (16). 

By ECOG rules, drugs supplied through the group 

could be dispensed only to patients on ECOG protocols. 

To be denied entry to a protocol is tantamount to being 

denied the drug. Many of the newer drugs were only 

available through ECOG, or directly from NCI with per~ 

mission of hospital administrators and officials of NCI 

to use an investigative drug. There were also procedures 

for gaining permission to add patients to a protocol 

when they failed to meet criteria. The Study Chairman 

in charge of the study, or the Chairman of ECOG, could 

make the exception. Yet neither of these mechanisms 

seems to have been used. 

Weinstein cites competition as a breeder of opposi-

tion (1977: 33). Some of the staff reported they felt 

pressure to enter patients onto ECOG protocols. The PI 
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later denied the staff was under any pressure to accrue 

subjects to studies he claimed were already "oversubscri-

bed" (17). Yet the PI distributed a memorandum to the 

staff forbidding additional accrual to any in-house, or 

other non-ECOG protocol, without his written permission. 

In January he reminded staff of ECOG priorities in ano-

ther memorandum. He discussed increasing accrual to ECOG 

protocols in a communication to doctors at Satellite hos-

pitals: "We would have had a financial crisis if the 

ECOG grant were lost." In February the PI disclosed in 

a memorandum the renewal of the ECOG grant at the same 

level of funding as previous years, but was pessimistic 

about future increases: "Our accrual limits us" (18). 

In time some of the staff not only faked data to 

make people eligible for a protocol, they were also fal-

sifying records to keep patients on-study. In some in-

stances where tests which were required to monitor the 

progress of therapy were overlooked, fake "results" were 

inserted into the record so the case could ~till be sub-

mitted to ECOG. One patient without any measurable di-

sease had a "lesion" drawn on his ECOG records so that 

he could meet the criteria "on paper" for a protocol of 

adjuvant chemotherapy (19). In another instance, a 

patient entered on a protocol requiring evidence of 



67 

disease progression had a metastasis drawn on her ECOG 

records so the unit would get "credit for the case" (20). 

There were ample ''possibilities for different inter-

pretations of what should be done, what aspects of the 

occupational role should be emphasized" (Weinstein 1977: 

32). Neither the Nurse Data Manager, nor her assistant 

worked at the clinics at the Medical Center Hospital. 

They were separated from the other nurse oncologists on 

F-4 not only physically because their office was located 

on F-1, but also functionally according to th.e jobs they 

performed. The Nurse Data Ma~ager and her assistant were 

"screeners for incomplete information;'' they were "just 

the paper operation" (21). Entering documentation onto 

flow sheets was done "upstairs on F-4, "everything was 

supposed to be documented from the clinic already" (22). 

Both she and her assistant were responsible directly for 

documentation at Satellites they serviced, but not at the 

Medical Center,clinics. 

Keeping the original and falsified data separated 

to avoid compromising patient care became more difficult. 

There are conflicting reports that a system for keeping 

real and false data separated was devised and presented 

at a meeting of research nurses in April (23). The Nurse 

Data Manager told federal investigators that it was not 
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until early' 1978 that she realized falsification had gone 

beyond eligibility criteria in the Thursday clinic (24). 

Her assistant told the same investigators that they found 

out the nurses attending the Thursday clinic were inven-

ting liver scans, X-rays, and other data about o~-going 

care (25). 

Some of the nurses began to be concerned about the 

consequences of falsifications. Arguments would erupt 

during rounds between the PI and the Nurse Data Manager 

over eligibility of patients for protocols (26). If a 

patient was too old, too young, too long past surgery, 

or using other therapies, the nurse oncologists were told 

to "fix it" (27). ECOG drugs were given to patients not 

on ECOG protocols and objections failed to stem the prac-

tice (28). The Nurse Data Manager told federal investi-

gators that she began to think she was too rigid with the 

guidelines for protocols and felt she was a source of 

conflict (29).· 

The nurse oncologists were divided over the issue of 

falsification. The Head Nurse and several others regar-

ded fabricating data as a solution to "an administrative 

problem" (30). One group was devoted and unflaggingly 

loyal to the PI, the other uncertain and intimidated by 
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his power and influence. In their report ~n ad hoc com-

mittee discussed the effects of an environment of con-

flicting values and loyalties: 

It was also important to note that these 
nurses were working in an atmosphere of high 
pressure to produce protocols acceptable to 
ECOG, personal isolation and fragmentation 
from the rest of the hospital community, and 
great interpersonal competition for power and 
favor with the PI. It was an atmosphere in 
which falsification was deemed acceptable. 
Fragmentation within the staff itself limited 
access to differing ethical positions (31). 

THE MIX OF CLINICAL TREATMENT AND RESEARCH 

Differing interpretation of a professional code may 

instigate political opposition (Weinstein 1977: 33). At 

about the same time some of the nursing staff were having 

qualms about their activities, two fellows had their own 

misgivings about the PI's philosophy of clinical treat-

ment and research. One of them was a second year fellow 

with expertise in performing bronchoscopy (the insertion 

of a small tube containing a light into the bronchus of 

the lung), who carried out biopsies of lung tissue for 

the PI's project in cell kinetics. The tissue biopsied 

was either injected during the procedure with TT (tri-

triated thymidine, a radio-active substance) or injected 
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with TT later in the laboratory of the Pl. The research 

was designed to compare the rate of growth of tumors in 

the hopes of predicting the optimum time for adminis-

tering chemotherapy. 

The Fellow told federal investigators that problems 

developed between the PI and himself over issues of in-

formed consent (32). According to several fellows and 

nurses, the PI did not believe it was necessary to get 

consent for analyzing biopsied tissue (33). The Fellow 

believed it was necessary and was even more troubled in 

the spring of 1978 when he was told to take a number of 

biopsies on patients who "could not possibly benefi.t from 

the procedure" (34). In one case he biopsied a skull 

lesion under general anethesia, a procedure he believed 

put the patient at risk (35). His relationship with the 

PI "became strained, he told federal investigators, fol-

lowing an incident in September 1977, when he discovered 

that a dying patient had been injected in the "middle of 

the night with the non-FDA approved drug," he later re-

fused to carry out a biopsy at the autopsy as directed by 

the PI and the Laboratory Director. He told investiga-

tors the PI "was compromising patients rights in favor 

of research" (36). 

Another fellow had a conception of duty which 
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differed from that of the PI, a circumstance which was 

destined to put them in opposition. Some of the patients 

in his care were participants in a High Dose Cytoxan 

study, a project given very high priority by the PI who 

had previously done research using the drug in mice. The 

research was intended to test the effectiveness of giving 

two drugs, cytoxan and methotrexate, at an interval of 

days instead of the conventional treatment where they are 

given at the same time. According to several fellows, 

the results in mice were equivocal (37). Because the re-

gime resulted in a severely lowered white blood count and 

high risk of i~fection, patients were customarily isola-

ted in a "laminar air flow" room where air currents could 

be ~~ntrolled to reduce infections of the lung. Confine-

ment for several weeks in conditions of isolation com-

bined with the side effects of two very toxic agents was 

sometimes accompanied by adverse psychological effects 

(38). The fella~ was convinced that the explanations 

given to patients to gain their consent were ambiguous, 

misleading, and intended more to gain participation than 

to inform. He told federal investigators that at least 

three patients that he knew had died from complications 

of the treatment with high doses of cytoxan and metho-

trexate (39). 
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Weins t··e in dist in g u i shes between II pre con di t ions , " 

which she defines as "both those prior events as well as 

the general circumstances which set the context, that 

charge the atmosphere" and "precipitants," which she 

defines as "the last act in a sequence of tension pro-

ducing events which actually starts the 'war'" (1977: 

36). During the spring of 1978, the staff of the On-

cology unit progressively divided over issues raised by 

the unit's research activities. The sensitivity of the 

two fellows to the rights of patients was an irritant 

to some of the staff. The situation festered until one 

of the two fellows engaged in an angry exchange with the 

Head Nurse over the recording of false white blood count 

(WBC) values on a patient's flow sheet. False high 

values had been recorded in order to make the patient, 

whose white blood cell count was in reality too low, eli-

gible for a protocol. As a consequence, the Fellow near-

ly administe~ed a dose of highly toxic drug to the pa-

tient based on the fake higher value instead of a much 

lower dose appropriate to the actual number of white 

blood cells. This episode fueled the already existing 

discord within the group and precipitated group action. 
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MOBILIZING FOR DISCLOSURE 

Most of the nurse oncologists justified faking data 

in terms of facilitating care and benefiting patients. 

When patient care appeared to be compromised, the situa-

tion had reached a point where falsifying data ,created 

conflict with the ethics of some of the staff. During 

the course of their professional training, both doctors 

and nurses are taught that treatment must be given in 

hopes of benefiting the patient. What is believed to be 

deleterious can not be administered. Some of the staff 

had arrived at the juncture where the research practices 

pervading the unit conflicted with medical ethics as they 

understood them to be. 

Not long after the incident involving the faked WBC 

values, the two fellows exchanged information about what 

they had been observing and the possible consequences of 

their continu~d participati~n. They met with some of the 

nurses who had similar concerns, and as the second year 

Fellow related it, "put the pieces together" (40). 

meeting took place about the middle of May 1978. 

That 

They 

were convinced at that point that "a patient might some-

day die" if the behavior of the researcher was not stop-

ped (41). 
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The i~decision of the group was brought to an end by 

a fortuitous meeting between one of the fellows and a 

young oncologist at the City Hospital. They had been 

residents together. Fearful of the almost certain nega-

tive consequences of an early resignation of his fellow-

ship for his future career, she persuaded him that re-

signing without bringing the ''ethical crisis~ to the at-

tention of hospital officials would be irresponsible 

(42). A-forceful, charismatic individual, she was pivo-

tal to spurring the group to action. 

Fears of retribution and economic loss i~pede the 

creation of an opposition group; challenging the percep-

tion of reality of the majority usually leads to stigma~ 

tization (Weinstein 1977: 39). As the second year 

Fellow expressed it to the President's Commission: ''We 

feared for ourselves greatly" (1981a: 282). The power 

and influence of the PI intimidated them. One member of 

the staff to~d federal investigators that they were wary 

of discussing the situation with anyone because "it in-

variably got back" to the PI (43). They were not really 

sure anyone would believe them. The bureaucratic morass 

of the modern research hospital baffled them (44). They 

did not know where to start or which person to approach. 

They vacillated between an imperative to expose what they 
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believed to'be a dangerous situation and the temptation 

to protect themselves by withdrawing from the situation. 

One of the nurses had discussed some of these issues 

with a surgical oncologist and he had offered to help as 

an intermediary with hospital officials (45). In an 

interview the City Hospital oncologist said the group 

worried about having sufficient documentation to prove 

their allegations (46). Concerned that evidence might 

disappear, prior to coming forward with allegations, they 

photocopied the contents of about a dozen patient files 

while the PI and most of the staff were out of town at 

ECOG meetings. Satisfied that the group could document 

their charges, the City Hospital oncologist met with the 

Surgical Oncologist in an attempt to persuade him to as-

sume a leadership role. He assured his junior colleague 

that they were all "doing the right thing," but said he 

could not intervene in a Department of Medicine problem 

(47). The assistant Nurse Data Manager told investiga-

tors that they knew the Surgical Oncologist, who was also 

the Director of the fellowship program, to be fair and 

honest. She said they approached him because "they knew 

he would stand behind them" (48). 

The relationship between the PI and the surgical on-

cologists had been deteriorating for some time. By his 
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own admiss~on, the PI's efforts to improve the quality 

of research created tensions between himself and other 

doctors preventing a fair hearing of the allegations 

within the hospital (The President's Commission 1981a: 

341). The PI denied some doctors whom he believed sub-

mitted low quality data, participation in ECOG. On a 

number of occasions he pointed out the failings and poor 

practices of other physicians to the leadership of the 

hospital. In one instance, the PI appeared before the 

Executive Committee where he warned that the use of ex-

perimental drugs for the treatment of cancer was taking 

place without the approval of the Internal Review Board 

(IRB), which must approve all human experimentation. On 

another occasion, the PI sent a memorandum to a surgeon, 

whom he believed had "growing power within the hospital's 

hierarchy," calling his attention to some flaws in a can-

cer out-reach program under the surgeon's direction (The 

President's Commission 1981a: 339). The PI believed his 

memorandum had "served to join institutional battle" be-

tween himself and the surgeons (49). The consequence was 

in his words "the hospital's new Chairman of Surgery cal-

led together an oncology overseer committee, and attemp-

ted over the next several months to take away some of my 

grant and clinical resources (The President's Commission 
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1981 a: 340). 

Some staff claimed that tensions began when surgeons 

lost the ECOG Program to the PI. The Associate Clinical 

Chief had another perspective, he believed tensions stem-

med from the PI's participation in a cooperative research 

group organized by the surgeons and a disagreement over 

funds, the "cutting of the cake," which prompted the PI 

to withdraw (SO). After he withdrew, the PI experienced 

a decrease in referrals from "the surgical side," which 

began drying up in 1977 after a "quarrel" with a surgeon 

( 5 1 ) • Reduction in referrals had a marked impact on the 

oncology unit. One fellow remembered having an average 

of 30 to 40 "consults" per month in the spring of 1977. 

By March 1978, the number had dropped to seventeen (52). 

Researchers in the unit were trying to accrue the same 

number of research participants from a decreasing popula-

tion of patients. 

By taking their information to the Chief of Surgical 

Oncology, the group either by chance, or design, precluded 

a "cover up" by the Department of Medicine. In attempting 

to find the proper administrator to approach, the City 

Hospital Oncologist discussed the problems on the unit 

with several people on the staff of the hospital and facu-

lty of the medical school. By the time the Physician-in-
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Chief "heard" of the matter, the situation had been ex-

posed and discussed on a number of levels wi.th staff and 

faculty. 

AD HOC GOVERNANCE 

Men ought to be either pampered or des-
troyed: for men can avenge slight injuries, 
but not severe ones, hence an injury done to 
a man ought to be such that there is no fear 
of reprisal (Machiavelli 1976: 111). 

Organizations with different levels of status 

usually permit "differing form and quantities of deviant 

behavior,'' individuals with higher status can be allowed 

to be more deviant than members with lower status (Har-

shbarger 1973: 257). For several years medical stu-

dents and residents had been voicing vague complaints 

to the City Hospital Oncologist about research practices 

when rotated to the Medical Center Hospital Oncology 

unit (53). One urologist had a publicly discussed dis-

agreement which ended in a threat of a lawsuit from the 

PI (54). A surgeon complained that he had operated on 

a patient without being told that the patient had been 

injected with radio-active TT, a circumstance the sur-

geon believed to be unethical (55). 

Hospital and medical school officials found 
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themselves in a situation of responding to a set of alle-

gations concerning issues for which they had no set pro-

cedures or policy for disposition. Some important conse-

quences followed from that absence. The charges had to 

be disposed of in a climate rife with conflict which wor-

sened as administrators searched for a resolution of the 

controversy. Delay in taking possession of all records 

resulted in records who validity were suspect compro-

mising both the hospital's investigation and those of 

other organizations. Without procedures which focused on 

issues, the affair became clouded by~ hominen attacks 

and concomitant allegations against persons construed as 

not loyal to the PI. Affected individuals refused to 

admit guilt. The hosp~tal and medical school community 

became involved in the controversy. 

The PI maintained his innocence to the end. He did 

not accept any responsibility for falsifications, rather 

he placed the blame on members of his staff, and "alluded 

to a conspiracy by some people who worked for him" (56). 

He claimed he had been "framed" (57). He explained an 

incriminating memo (see Appendix A-7) by stating that 

some people say "Oh, Fudge," and others "Oh, hell," an 

explanation which the committee did not find convincing 

(58). 
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After learnin~ of the allegations made against him, 

the PI began probing the loyalty of his staff. Even be-

fore the fact-finding committee finished interviewing 

witnesses, he called some people into his office and in 

the presence of his attorney and the Head Nurse ques-

tioned them about the investigation. The two nurses who 

had made allegations were asked whether he had ever en-

couraged them to falsify data, if they had spoken to the 

committee, and what their testimony would be, or had been 

(59). The nurses were intimidated. Unknown to the~, 

their responses were being tape-recorded. The PI's Ad-

ministrator Coordinator called one of the fellows who had 

complained and told him to remove his books and papers 

from the unit, he was no longer wanted there (60). The 

Associate Clinical Chief told investigators from NIH that 

the PI asked him to resign so the hospital would have no 

one to run the unit (61). 

Within days of receiving the allegations, administra-
. 

tors began hearing rumors that records were being removed 

from the Oncology unit. There were a number of informal 

reports that one or another of the staff were removing 

records from the unit (62). One nurse oncologist told 

investigators that the PI and Head Nurse were observed 

rem~ving records (63). The Chief of Security learned 
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that the PI- and one of his staff were removing cartons of 

documents from the unit (64). Security personnel were 

unable to intercept the PI, but did find his Administra-

tor Coordinator in the parking lot. Examination of her 

car revealed that no patient records were in her posses-

sion, but she did have documents concerned with grant ac-

counting and financial transactions for the unit. Fede-

ral investigators later learned that all the documenta-

tion for several NIH grants and contracts had disappeared 

(65). 

Because the records were not impounded and seques-

tered immediately, accusations of theft and counterclaims 

of tampering with records plagued hospital officials. 

Some files were never found. Some entries on records 

could not be attributed to individuals by ordinary means. 

One agency ultimately considered handwriting analysis 

after they consulted the Federal Bureau of Investigation 

(FBI) about the dilemma (66). 

Administrators were pressured from various quarters. 

The Director of the Laboratory circulated a petition 

among the faculty and staff and organized a delegation 

which visited the Dean of the Medical School (67). Some 

of the faculty who came to his defense were senior indi-

viduals in the research community, some were ''super-stars" 
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(68). Reports of allegations of misbehavior on the part 

of the Associate Clinical Chief lodged by some of the 

Oncology unit staff strengthened opinions that adminis-

trators had gotten the wrong man (69). Ad hominem ac-

cusations about the whistleblowers diverted attention 

from the issues. One of the fellows was labeled psycho-

tic, the other a drunk (70). The nurses were said to be 

motivated by the desire to displace their own profes-

sional incompetence (71). 

The City Hospital Oncologist provided the focal 

point for rallying other faculty who believed the hospi-

tal was shirking its responsibility. That group conten-

ded that a thoroush investigation should be done so that 

a repetition of the conduct could be avoided. Some of 

those persons questioned whether patient care had been 

compromised. They pressured for disclosure. Some be-

lieved both the IRB and the Board of Registration and 

Discipline id Medicine should be informed. Ultimately, 

the dissatisfaction of some of this group culminated in 

allegations brought to the Board of Registration and Dis-

cipline in Medicine. 

The controversy spread to the IRB which rapidly divi-

ded over the issues. One group populated predominantly 

by physicians supported the opinion of administrators that 
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hospital administrators are best equipped to dispose of 

allegations of misconduct. The other group was dominated 

by non-physicians and lay members who believed the IRB 

had a role and responsibility in incidents of alleged 

misconduct in research. The latter group began to do~bt 

the IRB's ability to protect human subjects (The Presi-

dent's Commission 1981a: 296). 

The Physician-in-Chief aptly described the intense 

feelings and polarization generated by the controversy to 

members of the President's Commission: 

I think it is fair to say without being to6 
specific, that when there is one fairly large 
group of people at the Medical Center who feel 
strongly that the individual or individuals a-
gainst whom allegations have been lodged are 
being blown up out of proportion, when there is 
another equally large group who feels exactly 
the opposite way, that the institution is not 
acting vigorously enough, not making enough at-
tempts to prevent this individual or individuals 
from performing in a similar fashion again else-
where, the situation gets very emotional. It 
gets somewhat chaotic (1981a: 248). 

Administ~ators acted to restore internal peace be-

tween factions and to protect both the public image of 

the hospital and its resources. Most of the official's 

actions promoted one, or more, of those interests. The 

PI's refusal to acquiesce and resign quietly threatened 

to plunge the hospital community into a protracted poli-

tical battle between factions with opposing views of the 
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matter. According to Weinstein, opposition is a "symp-

tom" that "administration" has not supplanted politics 

(1977: 32). The PI's decision to opt for an appeal 

complicated matters because had he prevailed and stayed 

on the staff the controversy might have had no end (72). 

Beginning with their hasty request for his resignation, 

hospital officials adopted a series of actions to force 

him out (73). The arbitrary nature of the administra-

tori' position is expressed in the view of the hospital's 

counsel that the hospital's by-laws allowed "immediate 

suspension without an investigation" and that the proce-

dures adopted by the hospital for the appeal were a cour-

tesy to the PI and "eminently fair" (74). The hospital 

declined participation in a peer review the PI requested. 

The Physician-in-Chief later said the issues did not in-

volve patient care and so an expert was not needed, the 

question was "a moral and ethical one, not an oncological 

one" (75). Harshbarger has described similar behavior 

in organizations where authorities are trying to termi-

nate a "strained relationship:" 

[A]n actor may be trying to alter his or-
ganizational life, or the structure of contin-
gencies which affect him, and an organization 
may be employing strategies to lead to that 
actor's being legitimately extruded from the 
system. As the play of the game continues, it 
is likely that greater and greater am~unts of 



personal and organizational resources will be 
expended, leading to a continuing escalation 
of the stakes and consequences of the game 
(1973: 252-253). 
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In the opinion of the Physician-in-Chief, the PI had 

been given the process due him and the hospital had pro-

tected the rights of the fellows and nurses "as best we 

could" (The President's Commission 1981a: 248). By 

bringing the behavior of their chief into question, the 

fellows and nurses deviated from expected role behavior. 

As one fellow expressed it: "from the standpoint of 

making allegations regarding your chief, who from Day One 

when you entered medical school is held in a sacred posi-

tion, it was extremely difficult" (Ibid. 282). The fel-

lows and-nurses interpreted the dismissal of the nurses 

as the outcome of the administrator's desire to rid the 

organization of everyone involved in the situation (76). 

Just as the administration lacked procedures for coping 

with alleged misconduct in research, there were no formal 

mechanisms for negatively sanctioning individuals for 

creating political turmoil, or calling into question the 

behavior of a once valued member of the organization. 

What the fellows and nurses had done was challenge the 

beliefs of members of the organization that the research 

process within the hospital met the same standards as 

that in other medical communities. By revealing the 
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Emperor's nudity, 'the four critics had committed heresy, 

which is awkward to punish using sanctions available 

to most organizations. 

Harshbarger maintains that organizations confronted 

with heretics will attempt to characterize and present 

the heretic's actions as deviant behavior (1973: 266). 

Because organizations have "ritualized" ways to deal with 

deviance, there will be "pressure to validate the hypo-

thesis of deviance" (Harshbarger 1973: 260). It is as 

important to expel heretics because their criticisms 

might be right as it is to eject them because they could 

be wrong (Jay 1967: 191). One of the nurses claimed the 

second fact-finding committee was convened to validate a 

decision to dismiss the nursing staff involved (77). All 

the affected staff, including the PI, were dismissed for 

bad management practices, not for failures jn professional 

or ethical conduct. 

Administrators were very concerned about adverse 

publicity and the hospital's image (78). The reputation 

of a hospital in a community can have important conse-

quences for staff morale and the financial health of the 

organization (79). Public confidence in the organization 

is essential for adequate utilization of a facility. The 

hospital was involved in a fund raising drive for a new 
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cancer center. Administrators structured some of their 

actions, including their level of cooperation with some 

federal investigators with an eye toward the public image 

of the hospital (80). The absence of procedures and po-

licy for disposing of allegations of misconduct in re-

search meant that administrators were forced to respond 

to events as they unfolded. Ultimately, the dissatisfac-

tion of some individuals with the outcome of the entire 

affair resulted in the charges being taken to public 

agencies and the-subsequent outpouring of publicity (81). 

In the opinion of Weinstein, a lack of procedures encou-

rages a "spill" into the public domain (1977: 32). 

The hospital and medical school had a number of re-

sources at stake. There were several grants and con-

tracts directly involved in the research of the unit: 

The ECOG grant, the PI's NCI project grant and several 

grants and contracts from both NCI and ECOG involving the 

PI. The administrators and the PI became involved in a 

dispute over the rights of the various parties to receive 

funds from grants already submitted, or funded (82). 

Several physicians, some associated with the PI, stopped 

referring patients to the hospital staff for consulta-

tion, or hospitalization, in the Medical Center (83). 

Hospital officials feared legal consequences from 
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the unit's ~ctivities. There were the obvious risks of 

lawsuits from staff who were dismissed. There were po-

tential problems with possible billings to insurance com-

panies for research related procedures (84). Although 

hospital reports to officials and the Board of Trustees 

repeatedly found no instances of inadequate, or improper, 

patient care, malpractice suits involving the hospital 

were possible, Two such suits were filed (85). 

When norms fail to control behavior, resources may 

be in "jeopardy." In Harshbarger's view: "normative 

systems in organizations are aimed at successfully struc-

turing contingencies to control organizational behaviors 

and beliefs" (1973: 257). Misconduct threatens control 

of behavior within an organization, disclosure of miscon-

duct threatens the belief system of the organization. Ad-

ministrators acted to rid the organization of both 

threats. From the first week of their involvement, offi-

cials attempted to suppress public discussion of the inci-

dent, even avoiding official notification to the !RB 

(86). Administrators were selective in the agencies to 

which they reported the incident, they notified agencies 

through which they receive funds, but failed to report 

to others which regulated some of the activities of the 

staff, the Food and Drug Administration (FDA) and the 
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State Board of Registration in Discipline and Medicine. 

Because authority in the hospital does not rest with the 

governed, officials were able to act to protect the in-

ternal relationships of the organization, its resources, 

and public image with minimal regard for the rights of 

the individuals involved. They acted for what they be-

lieved to be the good of the organization, not the indi-

viduals in it. By expelling as many individuals connec-

ted to the problem as convenient, officials created the 

impression that misconduct would be negatively sanctioned 

and those sanctions meted out to any transgressor (87). 

They also truncated the possibility of continued conflict 

by dismissing the combatants: "a kingdom at peace gives 

a better retur~·on capital than a kingdom divided by 

civil strife and baronial faction" (Jay 1967: 48). The 

Physician-in-Chief defended official actions: "what we 

did was reasonable" (The President's Commission 1981a: 

248). A number of staff interviewed, even those who had 

questioned the actions of administrators earlier, agreed 

officials had done a credible job in a "real world" 

situation. 

ECOG RESPONDS 

A week after he was notified that charges had been 
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made against him, and a day after he was relieved of his 

administrative duties, the PI called the Chairman of ECOG 

and on the same day wrote both the Chairman and the Head 

of Statistical Operations expressing the hope that ECOG 

would make an independent investigation. The PI placed 

full responsibility for any deficiencies in the record on 

the nurses: "it was their job to demonstrate all eligi-

bility criteria were met before randomization and that 

data were accurate before submitting" (88). The Chairman 

responded by suspending all randomization emanating from 

the Medical Center and to exclude data previously submit-

ted from "the analysis" (89). 

In response to notification by administrators seve-

ral days later, the Chairman conveyed the recommendations 

of the Executive Committee of ECOG to the Physician-in-

Chief. Those recommendations included a suspension of 

the Medical Center until the records for the previous 

three years had been reviewed by the hospital. The Exe-

cutive Committee agreed to make the Associate Clinical 

Chief the Principal Investigator. The Executive Commit-

tee asked, in addition, for a reaffirmation of commitment 

in the form of a written document from the surgeons and 

other physicians interested in "continuing and develo-

ping interdisciplinary activity." The Medical Center was 
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to be put on probationary status to be evaluated at the 

end of one year. Finally, the committee asked that re-

cords for protocols which were to serve as the basis of 

several new ECOG studies be reviewed rapidly. The hospi-

tal accepted the recommendations of the committee and 

relevant individuals reaffirmed their commitment to the 

ECOG Program. 

The internal review of patients' records was 

completed and a site visit arranged. ·r.he visitors re-

viewed a portion of the records and found that the hospi-

tal staff had done an adequate job of reviewing the pro-

tocols. The inability on the part of th~ reviewers to 

acquire records from affiliates had hampered the investi-

gation, but in the preliminary report of ECOG's site 

visit team the record-keeping on the Oncology unit was 

judged "inadequate enough" that it was a "virtually im-

possible task to evaluate at least SO percent of the re-

cords." More specifically, protocol 3575 had "major eli-

gibility violations, treatment violations, failure to 

record data, and a lack of documentation of response 

were universal." Of the four records reviewed for pro-

tocol 2276, they concluded all four had major discrepan-

cies regarding the age of patients and dates of surgery. 

Review of twenty records of the CAM prostate cancer 
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protocols revealed inadequate eligibility for twelve of 

the seventeen patients and no documentation of response. 

The review of the CAB-FU protocol for studying lung can-

cer showed that only three patients with lung cancer were 

identified. After perusal of the records, the site visit 

team concluded the results of three years of research 

were "highly questionable." The team's report found the 

allegations well-documented and the actions taken by the 

hospital justified, however, "patient care seemed to be 

high quality" (90), 

The Executive Committee acted on the group's report 

in November. Data submitted by the Medical Center be-

t ween Ju 1 y 1 9 7 5 an d J ul.y 1 9 7 8 w a s t o be "ex pun g e d " f r om 

the computer files. The hospital was dropped from mem-

bership in ECOG, however, upon appointment of "a new 

leader," the hospital was invited to re-apply for member-

ship. Patients already entered on studies would continue 
. 

to receive drugs through the Operations Office of ECOG. 

In November the PI requested to make a presentation 

to the Executive Committee through the Chairman. He 

wished to "participate meaningfully in the evaluation 

of work performed under my supervision" (91). He also 

wished to rejoin ECOG and participate in studies through 

the hospital where he had relocated. He appeared before 
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the committee in April. Minutes of that meeting reveal 

he addressed the members on the termination of the hos-

pital and on "matters concerning his future status in 

ECOG. No action was taken at this time." 

THE OLD SCHOOL TIE 

The Chairman of ECOG was drawn almost immediately 

into the politics of the situation. Acting on the PI's 

telephone call, the Chairman suspended the hospital from 

participation in the group's clinical trials. The next 

day the hospital notified the Chairman by telephone and 

mailgram, but apparently too late since the Chairman had 

already responded on the basis of the PI's communication. 

The request for reaffirmation of cooperation on the part 

of the surgeons and other specialists indicates that the 

Chairman, and possibly some members of the Executive 

Committee were informed of problems in inter-unit co-

operation. 

There were several persons with ties to the PI 

among per sons par ti_cipa ting in decisions affecting the 

PI and the hospital. The Chairman had also been asso-

ciated with NCI as a researcher. One member of the 

site visit team was at the time serving on at least one 
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p r o t o c o 1 ( 3.5 7 5 ) a s a s t a tj s t i c i a n . Th e Ex e c u t i v e Com -

mittee, of which the Chairman is a member accepted the 

minority opinion of the statistician to expel the Medi-

cal Center from membership although the majority opinion 

of the site visit team was to keep the hospital as a 

member on probation, but allowed to randomize patients. 

In his report of the site visit, the representative from 

the Operations Office observed that on the basis of the 

documentation presented to the site team "there is no 

possible doubt that the actions of the Dean and the 

Chairman of the Division of Medicine were justified (92). 

The Chairman told federal investigators the Executive 

Committee believed the hospital should be dropped from 

ECOG because they were "responsible for the records" 

(93). Yet the Chairman entertained allowing the PI to 

rejoin ECOG (94). He told federal investigators that 

the PI was "someone with good ideas" and ECOG was 

"anxious to support his ideas" (95). 

Surveillance by peers is said to be one means of 

social control in science (Zuckerman 1977: 90). One 

oncologist said during an interview that the PI's data 

had been "too good to be true," colleagues should have 

been suspicious (96). The statistician serving on the 

site team described the fabrications to investigators 
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from _NIH as "not all that bad," they were "minor adjust-

ments, if you will, fudging" to allow patients to meet 

the requirements of protocols, however, he said in the 

same interview that the rules of ECOG were clear: 

doesn't fit--it doesn't go" (97). 

II j_ f i t 

Some colleagues focused on the PI's creativity and 

his novel approaches to treatment when discussing his 

work. One doctor described him as the "best oncologist 

in the area at the time" and "a very good clinician and 

a very stimulating person" ( 98). Another physician, who 

had been a fellow on the unit in 1974 characterized the 

PI as "very bright, very different" who had a new ap-

proach and a fund of knowledge" (99). The statistician 

said that when the PI resigned "there was a tremendous 

loss in terms of direction in the treatment of lung can-

cer." He described his colleague as "young, aggressive, 

and knew the literature," who had "good new ideas." He 

described the quality of the PI's work as "unparalleled" 

(100). 

The a~ministrators of ECOG began to distance them-

selves from the situation early. They relied on the hos-

pital's internal review. They did not inform the FDA, 

even though the studies involved investigative drugs. In 

his preliminary report, the representative for the Opera-

tions Office did not encourage enthusiastic cooperation 
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with federal agen~ies: "We feel any report to the NCI 

should be extraordinarily brief and general. If the FDA 

want to investigate ••• they should do it themselves.'' 

A member of the statistical staff at the Quantification 

and Resources Center told NIH investigators her superior 

preferred her to ''stay out of this as much as possible" 

(101). Reluctance to invite the interest of federal 

agencies may have stemmed from the desire to avoid scru-

tiny of ECOG's procedures and management. After a visit 

from a FDA inspector, the Chairman of ECOG wrote the Di-

rector of NCI that the inspector's visit left him with 

the impression that not only was the PI "on line but pre-

sumably the cooperative group system and ECOG" (102). 

Administrators of ECOG removed the PI as Study 

Chairman of protocols and as Co-Chairman of the Lung Com-

mittee. At the suggestion of the site visit team, ECOG 

did initiate a system of quality control. An audit team 

consisting of two physicians and a data manager visits a 

member hospital and reviews cases on three protocols se-

lected randomly. Hospitals are given two weeks notice 

and a list of patients to be reviewed and must make re-

cords and X-rays available to the team. In 1981 the 

Chairman told federal investigators ECOG had "looked at" 

twenty out of twenty-four members in two years (103). 
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CHAPTER NOTES 

1. Interview with Physician-in-Chief on October 28, 
1981 by staff of the Division of Management, Survey, 
and Review (DMSR) of the National Institutes of 
Health (~IH). 

2. Responses of Plaintiff to Request for Production of 
Documents Filed on September 25, 1983 in Civil Ac-
tion No. 81-1406-N in U. S. District Court-District 
of Massachusetts. 

3. Interview of PI on September 9, 1980 by staff of 
DMSR and testimony before the President's Commission 
(1981a: 363). 

4. Answer to Interrogatories of Defendant to Plaintiff 
on Febru~ry 24, 1983 in Civil Action No. 81-1406-N 
in U. S. District Court-District of Massachusetts. 

5. Interview of Associate Clinical Chief on July 21, 
1981 iy staff of DMSR. 

6. Interview with the Director of the Medical C~nter, 
the Acting Director of the Medical Cente~ Hospital, 
the Physician-in-Chief, the Dean of the Medical 
School, and the hospital's General Counsel on Sep-
tember 3, 1980 by staff of DMSR. 

7. Letter June 6,1978 from Physician-in-Chief to mem-
bers of Ad Hoc Committee. 

8. Letter June 12, 1978 to Physician-in-Chief 
Chairman of Ad Hoc Committee reporting committee's 
conclusions. 

9. Interview with the Director of Administration Mana-
gement Services on March 18, 1981 by staff of DMSR. 

10. Interview with Director of Administration Management 
Services on March 18, 1981 by staff of DMSR. 

11. Interview with Head of Quality Assurance on October 
29, 1981 by investigators of Food and Drug Adminis-
tration (FDA). 
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12. Interview with Director of Administration Management 
Services on March 18, 1981 by staff of DMSR. 

13. Interview with the Director of the Medical Cen~er, 
the Acting Director of the Medical Center Hospital, 
the Physician-in-Chief, the Dean of the Medical 
School, and the hospital's General Counsel on Sep-
tember 3, 1980 by staff of DMSR. 

14. Interview with Assistant Nurse Data Manager on May 
26, 1981 by staff of DMSR. 

15. July 11, 1978 Report of the Ad Hoc Fact-Finding Com-
mittee on interviews of the six nurse oncologists. 

16. July 11, 1978 Report of the Ad Hoc Fact-Finding Com-
mittee of interviews of the six nurse oncologists. 

17. Interview with PI on July 7, 1980 by staff of DMSR 
and testimony before the President's Commission 
(1981a: 341). 

18. February 27, 1978 memorandum from PI to ECOG - Medi-
cal Center Hospital members. 

19. Interviews of Assistant Nurse Data Manager on Feb-
ruary 11, 1981 and February 12, 1981 by staff of 
DMSR. Adjuvant Chemotherapy is "less agressive" 
treatment aimed at eliminating microscopic metas-
tatic disease. 

20. Interview with Assistant Data Manager on February 
11, 1981 and February 12, 1981 by staff of DMSR. 

21. Interview with Assistant Nurse Data Manager on May 
26, 1981 ind interviews of Nurse Data Manager on 
February 28, 1981 and August 13, 1981 by staff of 
DMSR. 

22. Interview with Nurse Data Manager on May 13, 1981 
by staff of DMSR. 

23. Interviews with Nurse Data Manager on July 23, 1981, 
Assistant Nurse Data Manager on May 26, 1981, Head 
Nurse on November 17, 1980, Nurse Oncologist on 
February 10, 1981, and Nurse Oncologist on January 
11, 1982 by staff of DMSR. 



24. Interview with Assistant Nurse Data Manager on May 
26, 1981 and Nurse Data Manager July 23, 1981 by 
staff of DMSR. 

25. Interview with Assistant Nurse Data Manager on May 
26, 1981 by staff of DMSR. 

26. Interviews of Nurse Data Manager on February 27, 
1981 by staff of DMSR and a Nurse Oncologist on 
November 2, 1979 by investigators of FDA. 
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27. The Assistant Nurse Data Manager said she was never 
told, "I want you to falsify this or I want you to 
lie," but "fix it" in an interview on February 11, 
1981 by staff of DMSR. She told the investigators 
she heard the PI tell the Nurse Data Manager "make 
it fit," "change it so it will be acceptable," or 
"make it work." The Nurse Data Manager reported 
being told that she was "going overboard following 
the letter of the protocol" in an interview on Feb-
ruary 27, 1981 by staff of DMSR. A nurse oncologist 
reported hearing the PI telling the Nurse Data Mana-
ger to "change it" during a dispute over the eligi-
bility of a patient over the age limit in an inter-
view on February 10, 1981 by staff of DMSR. Another 
Nurse Oncologist said she overheard the PI tell a 
fellow to report drugs as given on the same day when 
they were not in an interview on June 25, 1981 by 
staff of DMSR. 

28. May 2, 1977 memorandum from Nurse Data Manager to 
all staff and Satellite physicians. November 29, 
1977 memorandum from Nurse Data Manager to senior 
staff physicians and ECOG nurses. Interview of 
Assistant Nurse Data Manager on February 11, 1981 
by staff -of DMSR. 

29. Interview with Nurse Data Manager on February 27, 
1981 by staff of DMSR. 

30. July 11, 1978 Report of Ad Hoc Fact-Finding Commit-
tee on involvement of nurses in falsification. 

31. July 11, 1978 Report of Ad Hoc Fact-Finding Commit-
tee on involvement of nurses in falsifications. 

32. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 
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33. Interview with Fellows on February 9' 1981, November 
16, 1980, October 28, 1980, and March 24, 1981. 

34. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 

35. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 

36. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 

37. Interviews of Fellows on February 9, 1981, March 28, 
1980, October 28, 1980, and February 25, 1982 by 
staff of DMSR. 

38. Interview with Fellow on March 28, 1980 by staff of 
DMSR. 

39. Interview with Fellow on March 28, 1980 by staff of 
DMSR. 

40. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 

41. Interviews of Assistant Nurse Data Manager on Feh-
r u a r y 11 , 1 9 8 1 a n d Feb r u a r y 1 2 ;-·--1 9 8 1 , f e 11 ow s on 
March 28, 1980 and February 9, 1981, and City Hospi-
tal Oncologist on September 9, 1980 by staff of 
DMSR. 

42. Interview with City Hospital Oncologist on September 
29, 1983. 

43. Interview with Assistant Nurse Data Manager on Feb-
ruary 11, '1981 and February 12, 1981 by staff of 
DMSR. 

44. Interview with City Hospital Oncologist on September 
29, 1983. 

45. Interview with City Hospital Oncologist on September 
29, 1983. 

46. Interview with City Hospital Oncologist on September 
29, 1983. 
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47. Interview with City Hospital Oncologist on September 
29, 1983. 

48. Interview with City Hospital Oncologist on September 
29, 1983. 

49. Exhibit F of Documents submitted by PI to Presi-
dent's Commission following his testimony during 
the commission's 10th meeting on June 5, 1981. 

50. During interview of the Associate Clinical Chief on 
July 21, 1981 by staff of DMSR he claimed the PI's 
withdrawal earned the criticism of some administra-
tors. 

51. Interview with the Associate Clinical Chief on July 
21, 1981 by staff of DMSR. 

52. Interview with Fellow on February 9, 1981, also 
another Fellow on March 24, 1981, and the Associate 
Clinical Chief on July 21, 1981 by staff of DMSR. 

53. Interview with the City Hospital Oncologist on Sep-
tember 29, 1983. 

54. Interview with the Associate Clinical Chief on July 
21, 1981 by staff of DMSR. 

55. Interview with Fellow on January 11, 1980 by inves-
tigator for FDA. Text of letter from FDA report in 
part: "My patient was injected with Tritiated Thymi-
dine just prior to her going to this operating room 
for breast surgery. I had neither asked that this 
could be done nor informed it was going to be done. 
Not only do I find this discourteous, I find it un-
ethical ...• " 

56. Interview with Physician-in-Chief on October 28, 1981 
by staff of DMSR. Memorandum July 5, 1978 to ECOG 
file of Telephone Conference Call held on June 23, 
1978 noting that the PI: "admits that some of the 
records may have been done by others, without his 
knowledge." 

57. Interview with ECOG Chairman on November 3, 1981 by 
Staff of DMSR. 
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58. Interview with Chairman of the Ad Hoc Committee, the 
Acting Chief of Medicine, on December 21, 1981 by 
staff of DMSR. 

59. Interview with Nurse Data Manager on August 13, 1981 
and Assistant Nurse Data Manager on May 4, 1981 by 
staff of DMSR. 

60. Interview with Fellow on February 9, 1981 by staff 
of DMSR. 

61. Interview with Associate Clinical Chief on July 21, 
1981. 

62. Interview with Director of the Medical Center, Act-
ing Director of the Medical Center Hospital, the 
Physician-in-Chief, Dean of the Medical School, and 
General Counsel of the hospital on September 3, 1980 
by staff of DMSR. 

63. Interview with Nurse Oncologist on November 2, 1979 
by FDA investigators. 

64. Interview with the General Counsel of the Medical 
Center Hospital on October 27, 1980 on the subject 
of "Report of Incident" by staff of DMSR. 

65. Interview with Assistant Administrator of Medical 
Center Hospital on March 3, 1981 by staff of DMSR. 

66. Memorandom of telephone conversation with Head Nurse 
on January 13, 1982. 

67. Statement of the Laboratory Director submitted to 
the President's Commission as part of the proceed-
ings of meeting number 10 on June 5, 1981. 

68. Interview with member of the medical school faculty 
on October 22, 1983. 

69. Interview with Associate Clinical Chief on July 21, 
1981 and Nurse Oncologist on January 11, 1982 by 
staff of DMSR. The nurse told investigators that 
the Assistant Oncologist "was always trying to 
please" the PI. She told investigators the junior 
researcher may have made the changes and the hospi-
tal had "gotten rid of the wrong man." 
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70. Interviews with Chairman of ECOG on November 3, 
1981, ~ssociate Chief on July 21, 1981, Head Nurse 
on January 11, 1980, and Satellite Physician on 
November 18, 1980. During an interview on July 12, 
1981, the Associate Clinical Chief told investiga-
tors that the PI had told him one of the fellows 
was "unstable and perhaps crazy," "mad," and that 
the other fellow was a "drunkard." One fellow told 
members of the President's Commission that upon 
arriving in another city to begin medical practice 
he found several uncomplimentary telephone calls had 
been made to major hospitals (The President's Com-
mission 1981a: 272). 

71. Affidavit of Head Nurse on July S~ 1978 and state-
ment presented to the President's Commission as part 
of the proceedings of meeting No. 10 on June 5, 
1981. 

72. Interview with member of the medical school faculty 
on October 22, 1983. Notes of a meeting submitted 
to DMSR. 

73. Interviews with Medical School officials on September 
3, 1980 by staff of DMSR. 

74. Letter dated June 22, 1978 from counsel representing 
the hospital to counsel representing the PI. The 
part of the by-laws referred to might be Section 2.A 
of Summary Suspension which reads: "The President 
of the Medical Dental Staff, the Department Chief, 
the Division Head, the Administrator, the Executive 
Committee, the Trustees, or, in extraordinary cir-
cumstances, any member of the active staff each in-
dividually have the right, upon determination that 
such action must be taken immediately in the best 
interest of patient care in the Hospital, to tempo-
rarily suspend the clinical privileges of a practi-
tioner, such suspension to become effective imme-
diately." 

75. Interview with Physician-in-Chief on October 28, 
1981 by staff of DMSR. 

76. Interviews with Fellow on February 9, 1981 who told 
the staff of DMSR "the hospital wanted to terminate 
as quickly as possible all those involved; they wan-
ted to appear to have purged themselves of all those 
involved in the falsification." The Assistant Nurse 
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Data Manager said to staff of the DMSR during an 
i n t er v' i e w on Fe b r u a r y 11 , I 9 81 t ha t sh e be l i e v e d the 
hospital had "already planned to fire them and was 
just going through the motions necessary to do so." 
The Head Nurse told the same investigators during an 
interview on November 17, 1980 that any friends of 
the PI were not allowed to remain at the hospital. 

77. Interviews with the Assistant Nurse Data Manager on 
February 11 and 12, 1981 by staff of DMSR. 

78. Memorandum May 3, 1979 which recounted gist of Gene-
ral Counsel's remarks: "The university is concerned 
over the public disclosure of this entire matter and 
is concerned with the fact that its public image may 
be damaged by its involvement in this affair." 

79. Interview with two members of the medical school fa-
culty on October 22, 1983 and October 29, 1983. 

80. Establishment Inspection Report of inspection car-
ried out between August 13, 1979 and August 17, 1979 
by FDA. 

81. Interview with City Hospital Oncologist on September 
29, 1983. Notes of member of the faculty of the 
medical school. 

82. Interview with PI by staff of DMSR on September 9, 
1980. 

83. Interview with Assistant Administrator of the hospi-
tal on March 18, 1981. 

84. Intervie~ with Associate Clinical Chief on July 21, 
1981 by staff of DMSR. 

85. Answer to Interrogatories of Defendant to Plaintiff 
in Civil Action No. 81-1406-N in U. S. District 
Court - District of Massachusetts. 

86. The Nurse Data Manager told staff of DMSR she was 
told not to tell anyone she would be testifying be-
fore the Ad Hoc Fact-Finding Committee during her 
interview on July 23, 1981. Memorandum of May 30, 
1979 of a meeting between counsels for the hospital 
and FDA officials. Testimony of the Physician-in-
Chief before the President's Commission: "[W]e 
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thought it important to have a group be able to deal 
quickfy, effectively, and with some of these issues 
which should not be widely disseminated until there 
is a judgment of the institution'' (The President's 
Commission 1981a: 260). 

87. Interview with Physician-in-Chief on October 28, 
1981 who told staff of DMSR that after "firing" the 
PI "they would have been stupid not to investigate 
charges" in the instance under discussion against 
the Associate Clinical Chief. 

88. June 13, 1978 letter from PI to Chairman and Head of 
Statistical Operations of ECOG. 

89. Memorandum June 15, 1978 from Chairman of ECOG to 
the Head of Statistical Operations, the PI, and se-
veral personnel in the Operations Office of ECOG. 

90. Memorandum October 25, 1981 from representative of 
the Operations Office to Chairman of ECOG summari-
zing preliminary findings of site visit team. 

91. Letter June 13, 1978 from PI to Chairman of ECOG, 
and Head of Statistical Operations. 

92. Memorandum October 25, 1981 from representative of 
Operations Office to Chairman of ECOG. 

93. Interview with Chairman of ECOG on November 3, 1981 
by staff of DMSR. 

94. March 16, 1979 letter from Chairman of ECOG to PI. 

95. Interview.with Chairman of ECOG on November 3, 1981 
by staff of DMSR. 

96. Interview with City Hospital Oncologist on September 
29, 1983. 

97. Interview with the statistician of the Lung Commit-
tee of ECOG on March 26, 1981 by staff of DMSR. 

98. Interview with Satellite Oncologist on April 21, 
1981 by staff of DMSR. 

99. Interview with former fellow on October 29, 1980 by 
staff of DMSR. 
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100. Interview with statistician of the Lung Committee 
of EC0G on March 26, 1981 by staff of DMSR. 

101. Memorandum to the Record of telephone call with 
Co-ordinating Data Manager of the Statistical Cen-
ter of EC0G on April 15, 1981 by staff of DMSR. 

102. Letter June 25, 1979 from Chairman of EC0G to Di-
rector of NCI. 

103. Interview with Chairman of EC0G on November 3, 1981 
by staff of DMSR. 



CHAPTER III 

BALANCING THE INTERESTS OF SCIENCE AND THE PUBLIC 

Congress has traditionally encouraged the develop-

ment of science if not with funds, at least by allowing 

it to remain unfettered. In the 1960 1 s public concern 

for some of the effects of science on society resulted in 

regulation of experimentation, first in the use of human 

subjects and then in the use of recombinant DNA. 

The year 1981 marked the time that accountability 

for science funded by the taxpayer reached the public 

agenda. As a consequence, more regulations came into ef-

fect and existing regulations were more vigorously enfor-

ced by federal agencies. The President's Commission and 

the Committee on Scientific Freedom and Responsibility 

were part of the interactions that resulted in that 

policy change. The dynamics and some of the effects of 

those interactions are the subject of this chapter. The 

role of licensing boards in protecting the public and 

professionals provides an example for discussion of some 

of the consequences of regulating professional behavior, 

and how realistic the expectations are that professionals 

can regulate themselves. 
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CONGRESS AND POLICY 

The origins of federal policy, and mechanisms for 

effecting policy decisions, derive from complex interac-

tions among the presidency, specifically officials on the 

President's staff, the federal bureaucracy, and Congress. 

Relationships within the executive branch are hierarchi-

cal, but the many offices and officials existing between 

the President and bureaucrats within agencies results in 

weak relationships creating a disadvantage for effecting 

presidential policy preferences (Ripley 1983: 23). In 

contrast the ties between Congress and the bureaucracy 

are strong. Because the work of Congress is organized 

around committees, bureaucrats relate to Congress through 

committees and subcommittees which create programs, 

appropriate funds, and provide oversight affecting the 

agency. Party leaders in Congress serve as the links 

between the House and Senate and the President's staff. 

Randal Ripley's term for officials essentially serving 

the President directly is the "institutional presidency" 

(1983: 23). The connection between the Congress and 

the bureaucracy is less exposed to public view than 

the relationship between Congress and the President. 

Yet it is more important for affecting policies and the 
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details of how programs will be implemented. Cooperation 

and reciprocity rather than conflict rules the relations 

between members of committees and the bureaucracy, usual-

ly heads of bureaus, because there are powerful induce-

ments to encourage mutual support. Through legislation 

and appropriations, Congress has the power to protect the 

autonomy, expand the authority, and increase the budget 

and staff of an agency. In return bureaucrats can imple-

ment and enforce policies which concur with the policy 

preferences of helpful Congressmen (Ripley 1983: 26-27). 

Standing committees of Congress each have jurisdic-

tion, sometimes overlapping, over areas of government ac-

tivity like defense, transportation, health, education, or 

energy and the federal agencies which carry out those 

activities. Most of the actual work of Congress takes 

place in committees and, in recent years, most of it in 

subcommittees (Ripley 1983: 176). Congressmen serve on 

committees, and· subcommittees, which reign over areas of 

national policy of interest to them. During their tenure, 

Congressmen acquire experience and expertise in the area. 

Longevity on a subcommittee not only confers knowledgea-

bility, but also forges links between senior members of 

the subcommittee and upper-echelon officials in bureaus. 

Lobbyists and prominent individuals of special interest 
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groups form connections to Congressmen on subcommittees 

and bureaucrats in agencies affecting their interests. 

These relationships combine to form a powerful coalition 

some scholars call an "iron triangle." This is what 

Ripley terms a "subgovernment" (1983: 362). 

Membership on committees can have other effects in-

cluding career aggrandizement. Committees like Appro-

priations, Ways and Means, or Finance confer both in-

fluence and power on members because it affords them the 

ability to benefit constiuents and colleagues. Known as 

the "College of Cardinals" members of the thirteen House 

Appropriations subcommittees are especially powerful. 

They have had a bipartisan tradition of tendencies toward 

reducing budgets (Ripley 1983: 374). Bureau officials 

are anxious to maintain the confidence of members and up-

hold the image that agency officials are good managers. 

Agencies which become controversial, or whose managers are 

no longer respected often suffer during appropriations 

(Ripley 1983: 184). Policy can sometimes be influenced 

through Congressmen whose personality traits such as being 

"likable" or "persuasive" have gained them influence with 

the powerful. Some earn influence because they are easily 

re-elected back home and can be expected to have longevity 

in Congress. 
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Committee Cha{rmen have special importance. Signi-

ficant functions under their control include calling 

meetings, setting agendas, staff appointments, routing 

bills to other committees, keeping bills and oversight in 

the full committee, control of committee funds and 

rooms, chairing both hearings and executive sessions. 

The ranking minority member is also an important person 

with similar, if not equal, prerogatives. The ranking 

minority member makes minority staff decisions, assists 

in scheduling hearings, approves interrogation of wit-

nesses by staff, appoints minority members to the sub-

committees, and sits ex officio on all subcommittees 

(Ripley 1983: 182). Bureau officials, lobbyists, and 

interest groups make an effort to foster relations with 

Chairmen and ranking minority members in an effort to in-

fluence policy (Ripley 1983: 176). 

Just as the "institutional presidency" carries out 

most of the routine work of the Chief Executive, so do 

Congressional aides for legislators. The volume of work 

combined with the demand for technical expertise in 

legislative activity makes Congressmen dependent upon 

his staff. Staff get information from bureaucrats by 

personal visits and telephone calls. Bureaucrats control 
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information,. an important commodity in the reciprocal re-

lationship since information is often essential to a Con-

gressmen's knowledge about programs and decisions. With 

it a Congressman sharpens his execution of committee 

work, earns a reputation for acumen, and elevates his 

status (Ripley 1983: 370). Bureaucrats and staff alike 

sustain relationships with lunches, personal visits, and 

telephone calls (Ripley 1983: 364). When a Congressman 

wants to influence policy in an agency, often personal 

communication by staff is adequate to achieve the desired 

response (Ripley and Franklin 1984: 78). 

Congressmen can influence bureaucrats through repre-

sentatives of interest groups, or newspaper reporters 

(Ripley and Franklin 1984: 78). Messages can be de-

livered through friendly, or unfriendly, bosses in the 

bureaucracy (1). Staff members have informal networks 

too. One maxim expressed by a staff member was "always 

return your phone calls." It pays to know who the in-

fluential secretaries are; some have more power than the 

senior staff. Informal relations with the staff of the 

Appropriations Committee can be an effective means of 

getting the desired action from an agency. 

A more indirect and oblique avenue of influence is 

the use of press releases, dissemination of staff and 



committee reports at auspicious moments (Ripley and 

Franklin 1984: 78). A more direct impact on policy in 

legislative, specific language can be written into an 

authorization or into law. 
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Congress monitors the work of bureaus during the 

process of authorization and appropriations. When a sub-

government is operating well, there is usually consider-

able Congressional input into the administration of pro-

grams and reciprocal relations are rewarding (Ripley 

1983: 377). Oversight normally confers few political 

credits. Agressive oversight and public hearings jeopar-

dize relations and alarm interest groups. Oversight is 

often signaled when majority members perceive some parti-

san advantage, or major policy changes are in the offing 

(Ripley 1983: 377). Bureaucrats sometimes react to the 

possibility of public hearings. The fear of negative 

publicity sometimes achieves the desired result (Ripley 

1983: 380). Congressional critics of policies can 

create a forum for criticism and galvanize public opinion 

by keeping officials and their policies in the public eye 

until the bureaucracy capitulates. When Congress and the 

bureaucracy are in conflict, Congress usually wins (Rip-

ley 1983: 377). For the relationships in policy-making 

see Figure 4, p. 114). 
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THE CONGRESSIONAL HEARING 

The production of a Congressional hearing is a care-

fully orchestrated piece of work. Staff carry out the 

prerequisite research and investigation and plan the 

hearing itself. The process actually begins with setting 

the agenda which can originate from the interests of a 

number of people. Beyond setting the agenda for the full 

committee, the Chairman, like other members of the commit-

tee, can offer suggestions to Chairmen of subcommittees. 

According to one staff aide, the agenda is often an 

"amalgam" of the interests of several committee members, 

but the Chairman of the subcommittee retains final au-

thority on what constitutes the subcommittee's agenda (2). 

Sometimes an agenda item originates with the staff 

investigator putting the hearing together. He not only 

receives direction from the Congressman chairing the sub-

committee, but'also from the Staff Director of the sub-

committee, and both their superiors, the Executive Direc-

tor and Counsel. The typical organization of staff per-

sonnel is presented in Figure 5. 

Once the agenda is set, the research and investiga-

tion phase begins with a traditional library search for 

relevant material by staff members with assistance of 
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Library of ~ongress staff, an important resource of Con-

gress. A literature search runs the gamut from the popu-

lar press to scholarly journals. The goal is to cover a 

broad spectrum of sources because ultimately the audience 

is the general public. During the process a large volume 

of facts are accumulated, "sifted," and most discarded 

( 3) • 

While the library search is going on, the investiga-

tor does a lot of "networking" (4), all part of the pro-

cess of ''distilling" the information and refining what the 

issues are according to one staff investigator. One of 

the jobs of the investigator is to educate the chairman 

on the issues. One staff investigator constructs "infor-

mation books," organized by topic, of the best literature 

on the topic. In his words, "I act as his eyes and ears" 

(5). The Congressman will also be briefed verbally (6). 

Staff try to find the best spokesperson on the issues. 

During the pr~cess, the best witnesses for the hearing 

are selected. The goal is to present a balanced view 

of the issues. One investigator told of the "natural 

control" which encourages a balanced presentation, 

"If you don't, you get criticized" (7). Committees 

and subcommittees have majority and minority staffs whose 

task it is to prepare their respective "side" for its 
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appearance at a public hearing. 

The press is the vehicle for reaching the public. 

Knowing the press and which reporter's interests match 

the work of the subcommittee is important. Staff inves-

tigators try to know reporter's specific interests. 

Although staff cultivate the press, there is no overt 

courting with dinners or quasi-social gatherings. Staff 

do hold briefings where staff explain what is to be pre-

sented at the hearing. There is an informal rule which 

governs these affairs and that is the understanding 

that no story is to "break" prior to the hearing. To 

break a story in advance is taboo (8). 

The hearing is designed to "air" an issue and to 

present a point of view. The goal is to persuade the 

public. Witnesses are presented carefully. Questions 

are prepared for Congressmen, but they do not always 

follow them. Hearings offer Congressmen opportunities 

for rhetorica) displays. Behavior is ritualized. Mem-

bers thank the Chairman for holding the proceedings. 

Witnesses express pleasure at being asked to appear and 

are deferential. Bureaucrats also express pleasure, 

even if they expect to be under fire, and are expected 

to be submissive and deferential. 

If the issues are not controversial, the proceedings 
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are usually·not spectacular. If the issues are contro-

versial, or partisan, the hearings can be less than gen-

teel. Minority and majority staff may block the flow of 

information to the other "side." Members can refuse to 

appear at the hearing. They can block the quorum, or ex-

press hostility by other procedural methods. 

There can be several results of the hearing. Legis-

lation could be introduced. The subcommittee could au~ 

thor a report with recommendations. Often there are 

other agenda than those expressed overtly. Sometimes 

hearings serve as a forum to expose the wrongdoing of 

public officials and embarrass the administration into 

asking for a resignation. More subtly, the informal re-

lations of the Congressman and staff can be used to com-

municate dissatisfactions to members of the appropria-

tions committee who dole out the funds to agencies. More 

often, the purpose is to "put an organization on track," 

to "force thein into cleaning up," or the hearing itself 

causes the problem to evaporate (9). 

THE SUBGOVERNMENT OF HEALTH RESEARCH 

The issues raised by federal agencies' responses to 

events on the Oncology unit at Medical Center Hospital 
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stimulated reactions from Congressional members of the 

sub-government of health research in both the House and 

Senate. In the Senate both the full committee on Labor 

and Human Resources (the Senate Committee) and one of its 

subcommittees (the Senate Subcommittee on Oversight) con-

ducted investigations and held hearings on policies of 

the National Cancer Institute (NCI). The full committee 

held one hearing focused on fiscal matters. The over-

sight subcommittee held a series of hearings on FDA regu-

lation of NCI, drug accountability at NCI, and NCI poli-

cies on drug development and monitoring practices. 

In the House the forty-one member Committee on 

Science and Technology sets budgetary ceilings through 

enabling legislation for a number of agencies which fund 

research including all of NIH and NSF. The committee 

does not authorize budgets for those agencies, but 

through a five person subcommittee provides oversight on 

the activitiea of the agencies. The Chairman of the Sub-

committee on Oversight has had a long-term interest in 

science and believes that science and technology bring 

sociological challenge, particularly from a "fearful" 

public. From his point of view, public policy mechanisms 

are needed to deal with the challenge (IO). At the be-

ginning of the 97th Congress his Chief Investigator 
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developed qn agenda on some major issues in biomedical 

science that the Chairman and staff felt were important 

public policy issues. Foremost among those issues were 

fraud in biomedical science. During his research on the 

issue, the Chief Investigator talked with federal offi-

cials and members of the media who cover science (11). 

From those discussions he learned that federal agencies 

funding research lacked mechanisms for addressing miscon-

duct in science not related to fiscal matters. The inci-

dent at Medical Center Hospital interested the staf'f be-

cause it served as an appropriate example of those defi-

ciencies. 

The overt purpose of the hearing was "to discuss 

whether recent incidents [of data falsification] are 

merely episodes that will drift into the history of 

science as footnotes, or whether we are creating situa-

tions and incentives in the biomedical sciences, and all 

'Big Science'. that make such cases as these the 'tip of 

the iceberg.' "(U. S. House of Representatives 1981: 

1). The covert agenda was to encourage NIH to finalize 

their proposed regulations for debarment which were, in 

the opinion of the members of the subcommittee and its 

staff, overdue. In the words of the Chairman, the sub-

committee would "examine closely the procedures of the 
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National Institutes of Health to see whether they are 

adequately organized and motivated to deal with problems 

of fraud" and if the FDA was "continuing its commitment 

to seek out and expose those who would fake data impor-

tant to the approval of new drugs" (U. S. House of Repre-

sentatives 1981: 2). 

One of the outcomes of.the hearing was the revealed 

hostility of some scientists who appeared as witnesses 

to examining the issues at all. Dr. Philip Handler, 

then President of the National Academy of Sciences, told 

the subcommittee their interest was misplaced. Other 

witnesses from the scientific community joined him in 

assurances that misconduct is aberrant and an occasional 

anomally in the behavior patterns representative of most 

scientists. Scientists expressed confidence that scien-

tific peers and the peer review process were effective 

in controlling misconduct. In the opinion of the scien-

tists who testified, the system was a self-policing and 

self-correcting one. 

In the Senate, the seventeen member committee had 

just experienced a change in political majority. With 

fourteen years tenure on the committee, the previous 

chairman, a Democrat and acknowledged leader and spokes-

man of the liberal point of view, had concentrated the 
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committee's efforts on the quality of research results 

and ''the cumulative effect of faulty animal data coupled 

with faulty human data" (U. S. Senate 1981b: 7). With 

the ascension of Republican leadership, the committee 

shifted to more conservative interests, particularly 

fiscal accountability. The change in leadership signaled 

a change in the relationship between the committee and 

agencies. Implying permissiveness on the part of the 

past leadership, the new chairman promised an agressive 

stance: "what is important here is the committee do some 

oversight for a change" (U. S. Senate 1981b: 31). 

Claiming the committee was not there to "dictate the 

terms of scientific inquiry," or "cut the budget of a 

worthy enterprise,''-~he chairman stated the overt purpose 

of the committee was to "find out how efficiently a pub-

licly funded research organization is spending $1 billion 

a year of the public's money" (U. S. Senate 1981b: 5). 

The goals of the Subcommittee on Oversight were similar: 

to probe the value of the research for the dollars spent 

when "too few victories have been won in this war on can-

cer" (U. S. Senate 1981a: 1). While expressing his sup-

port for fiscal accountability, the past chairman chal-

lenged NCI to adopt a system of monitoring because "Prob-

lems of fraudulent data and inadequate monitoring of 
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on-going studies are more serious and more difficult to 

solve, but" demand more urgent attention" (U. S. Senate 

1981b: 27). 

Some policies were changed in anticipation of the 

hearings. NIH finalized and published the regulations 

on debarment just months before the House hearings. 

Before hearing began in the Senate, NCI organized its 

contract and extramural grants administration, a move 

the chairman applauded as ''impressive," but speculated 

that its timing was "closely related to the investiga-

tion of HHS IG auditors and our own staff" (U. S. Senate 

1981b: 48). NIH created the Alert system and formulated 

policies and procedures for processing allegations of 

misconduct. NCI launched a monitoring system for drug 

trials and improved procedures for accounting for drugs. 

See Chapter IV for discussions of both systems. One 

added benefit was an increased level of cooperation be-

tween HHS and the President's Commission. In discussing 

the responsiveness of HHS following a Congressional 

hearing, the Executive Director of the President's Com-

mission told Senators "requests of ours which get over-

looked seem to get attention once the committees show 

interest in the same subject" (U. S. Senate 1982: 454). 

The nature of the agencies', especially NCI's, 
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relationships with scientists became a source of friction 

between bureaucrats and politicians during the hearings. 

The cause for concern was an apparent lack of indepen-

dence of some federal agencies. Pressing for more ac-

countability in the handling of public funds, the chair-· 

man of the Senate committee expressed frustration with 

the attitudes of bureaucrats administering the cancer 

program: "we have to scrutinize them [scientists] just 

as well as anybody else" (U. S. Senate 1981b: 120). 

Another source of conflict in both the Senate and 

the House were the attitudes of federal officials toward 

scientists accused of wrongdoing. Based on the assump-

tion that scientists are honest persons, agency officials 

adopted the position that individuals against whom alle-

gations had been lodged were "innocent until proven 

guilty" (U. S. Senate 1981b: 126). The legislators had 

a contrary perspective. Veiwing research funds as public 

largesse rather than an entitlement, the legislators held 

the opinion that public funds should be dispensed to the 

most promising and responsible individuals. One repre-

sentative pointed out to the witness, a bureaucrat, that 

in other agencies when a recipient of federal funds is 

found to have misused them, efforts are made to insure 

that additional funds are withheld. He asked why the 
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same standards would not be applied to scientists funded 

by NIH (U. S. House of Representatives 1981: 185). In 

the opinion of several members of Congress funding 

should be withheld until a scientist is exonerated. 

Another revelation of the various hearings was the 

extent to which NIH relies on whistleblowers for reports 

of misconduct. The Director of NCI disclosed that in 

the absence of a monitoring system (such as that of FDA) 

and while relying on "spotchecking'' they had to depend 

on whistleblowers (U.S. Senate 1981b: 118). Yet whis-

tleblowers from within the professional community are 

subject to "internal pressure" and "institutional pres-

sure" to "keep quiet" (U. S. House of Representatives 

1981: 158). Legislators acknowledged that whistleblo-

wers go unrewarded, even worse: "one of the reasons 

oversight is so necessary is the poor fate that awaits 

the whistleblower" (U.S. Senate 1981b: 32). Legisla-

tion was intt'oduced to protect whistleblowers reporting 

fraud or abuse in connection with federally funded pro-

jects. That legislation failed at the eleventh hour 

when it failed to garner sufficient votes. One staff 

said of it: "Now we have to start all over again." 
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DISCOVER I NG' THE EFFECT I VENESS OF POLI CY 

The National Commission for the Protection of Human 

Subjects of Biomedical and Behavioral Research (the Na-

tional Commission) was established by the National Re-

search Act of 1974. Between that year and 1978 its mem-

bers reviewed the adequacy of existing federal regula-

tions for protecting human participants in research re-

sulting in a number of reports and recommendations to 

improve policies and procedures for protecting human 

subjects (12). 

The National Commission's mandate to review federal 

policies and procedures for protecting human partici-

pants in research was continued in the enabling legisla-

tion which created its successor the President's Commis-

sion for the Study of Ethical Problems in Medicine and 

Biomedical and Behavioral Research (the President's Com-

mission). Members of the President's Commission were 

charged with an additional responsibility to investigate 

the adequacy of implementation and enforcement of those 

regulations (the President's Commission 1981b: 5-6). 

The President's Commission was also given a separate man-

date to examine the required elements of informed consent 

in research (U. S. Senate 1982: 436). Composed of ten 



persons, th~ commission's membership was drawn from 

scholars of the research process in disciplines as di-
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verse as medicine, law, and ethics. The members were re-

quired to report biennually to the President, Congress, 

and the chief executive officers of relevant departments 

and agencies. 

As part of their effort to evaluate the adequacy of 

implementation, members of the commission sought clarifi-

cation of procedures and policies governing official re-

sponses to reports of breaches of regulations on the part 

of recipients of federal funds (13). Staff of the com-

mission also studied several well documented cases of re-

ported misconduct, including the incident at the Medical 

Center Hospital discussed in Chapter II, to learn how 

procedures for responding to reports of misconduct could 

be improved, The Executive Director of the commission 

described its interest as focused on "the process by 

which research· institutions and funding and regulating 

agencies respond to charges of wrongdoing that bear on 

the protection of human subjects" (U. S. House of Repre-

sentatives 1981: 113). In his words, the cases serve 

as a "window through which to view" the adequacy of regu-

lations (U. S. Senate 1982: 436). 

In connection with the staff's study of actual cases, 



the President's Commission held public hearings in two 

cities where alleged misconduct had been reported. 
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During the hearings, members and the public heard testi-

mony from hospital and university administrators, members 

of the IRBs, researchers, and individuals who had repor-

ted what they believed to be misconduct. The aim of the 

members and staff of the commission was to learn from the 

experiences of those who had been through an incident and 

to invite suggestions from the knowledgeable (the Presi-

dent's Commission 1981b: 9-10). Disposition of the al-

legations of data falsification on the Oncology unit was 

the object of one of the hearings. Those shared experien-

ces augmented the insights gained from the staff's peru-

sal of specific cases. 

All federal agencies which fund research depend 

either entirely, or partially, on individuals to come 

forward and _report instances of misconduct. Because of 

the importance·of personal reporting, the commission stu-

died the practical aspects o{ reporting, for example, the 

avenues available for receiving reports, the adequacy of 

validating reports, and the protections offered, both the 

accused and complainants. To examine those issues as well 

as the responses of federal agencies to reports, the 

President's Commission co-sponsored a workshop on 
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whistleblowi~g in biomedical research with the Committee 

on Scientific Freedom an-0 Responsibility of the American 

Association for the Advancement of Science and the non-

profit organization Medicine in the Public Interest. 

Participants in the workshop included administrators of 

organizations sponsoring research, federal officials, and 

students of the research process (The President's Commis-

sion 1981b: 11). The recommendations of the partici-

pants combined with the results of the staff's examina-

tion of cases and public hearings led to three sugge~ted 

changes in federal regulations to protect research parti-

cipants. 

Two of the three recommendations concerned mechan-

isms for reporting misconduct. The first addressed 

minimal requirements to assure reporting misconduct. The 

President's Commission suggested that organizations desig-

nate a specific office within an organization to receive 

r e p o r t s of • mi s c.o n d u c t in v o 1 vi n g res ear ch s u b j e c t s , i n v es -

tigate reports "promptly and fairly," and report to both 

the IRB and HHS. The office could be an existing one 

within an organization. The commission advised creating 

specific written procedures for reporting results of in-

vestigations to responsible officials, and for reporting 

by those officials to the Secretary of HHS. 



131 

The commission's second set of recommendations con-

cerned the role of IRBs. The suggestion was made that 

IRBs have procedures for receiving and acting on findings 

forwarded by officials, and to be made responsible for 

reporting to officials any "serious or continuing non-

compliance" discovered during continuing, or annual, re-

views (The President's Commission 1981b: 78-79). Mem-

bers of the commission recommended that any assurance 

guarantee: 1) prompt investigation, 2) impartial hearing, 

3) equal and full opportunity for the accused and com-

plainants to present evidence and witnesses, and 4) pro-

tection from reprisals for complainants acting in "good 

faith" (The President's Commission 1981b: 80). 

The third recommendation suggested establishment of 

government-wide procedures for reporting final determina-

tions of misconduct to all federal agencies, state licen-

sing boards, and professional societies. Members of the 

commission ex~ressed concern that any researcher who was 

found to have failed to protect the rights of research 

subjects should not be eligible to receive support for 

research from other agencies for an "appropriate period 

of time" (The President's Commission 1981b: 82-83). 

The incorporation of some of the first two recommen-

dations into NIH policies for protecting human subjects 



of research-have made part of the education program of 

Office for Protection From Research Risk. See Chapter 
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IV for discussion. The third recommendation is apt to be 

adopted very slowly. The first impediment is the low 

level of communication between agencies on policies for 

protecting research subjects. Within the PHS there is 

some coordination of policy and information sharing (14). 

Beyond HHS information sharing and policy coordination is 

greatly reduced. Under the aegis of the Office of 

Science and Technology, the Federal Coordinating Commit-

tee of Science, Engineering, and Technology is working 

toward a common policy to protect human subjects of re-

search (15). An even more important impediment is the 

desire on the part of federal officials to avoid any im-

plication that information sharing constitutes a black-

listing. Any system of information sharing will be adop-

ted slowly because officials in agencies funding research 

are anxious to avoid the onus of creating any instrument 

which can be construed as a blacklist (16). A system for 

disseminating information would be likely to share the 

characteristics of Alert where there is limited access to 

information and on the "need to know" basis. 

In its consideration of the processes of disposing 

of reports of alleged improprieties, the commission was 
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mindful of ~he rights of three groups: 1) researchers, 

2) those who report breaches of rules, and 3) human 

beings participating in projects which are being scruti-

nized. The Deputy Director of the commission told a Con-

gressional subcommittee not all allegations are "well-

founded," researchers accused of wrongdoing should be 

afforded a timely, thorough, and fair hearing (U. S. 

House of Representatives 1981: 458). Consideration of 

those who report misconduct goes beyond fairness. Be-

cause agencies which fund research have no system of 

oversight, they depend on outside reports of impropriety. 

The Deputy Director of the commission expressed doubts 

that organizations would be informed of wrongdoing "from 

people out in the real world unless those people are pro-

tected from retaliation at their own institution" (U. S. 

Senate 1982: 458). 

DISSENT IN THE PUBLIC INTEREST 

Instances of "whistleblowing" are often regarded as 

occasional deviations in the performance of a normally 

well-managed organization (Anderson il g. 1980: 5; 

Perrucci il El_. 1980: 151). Definitions of whistle-

blowing vary, but as used here will refer to reports of 
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misconduct made outside of the organization where the 

alleged imvtopriety occurred whether or not the report 

was made to officials within the organization first 

(17). Acts of whistleblowing are rare (Chalk and von 

Hip~el 1979: 50). Rather than pathological abberation, 

whistleblowing can be regarded as growing out of the 

political and economic reality of organizations where 

daily operations take place in a cauldron of political 

factions and interest groups (Anderson il al. 1980: 9; 

Weinstein 1977: 32). 

Organizations act like small-scale governments (Wein-

stein: 43; Anderson il tl• 1980: 9). The relations 

of members of an organization are structured by what the 

political system defines as the goals of the organization, 

the rights and duties of members toward each other, the 

rewards for conduct which benefits and sanctions against 

that which detracts from the organization, who has author-

ity and its limits, and how conflicts between members 

will be resol"ved ( Perrucci il tl• 1980: 150). Organ i-

za ti ons try to control their external environment to 

reduce uncertainty and their internal environment to 

achieve stability. Rules which define the range of toler-

ated behaviors are the "bases of stability" in organiza-

tions, both the processes of making rules and the makers 
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of rules acquire status (Harshbarger 1973: 254). 

Whistleblowing challenges authority (Chalk and von ,, 
Hippel 1979: 50). It threatens order and arouses sus-

picions about the ability of those in authority to con-

trol subordinates (Harshbarger 1973: 255; O'Day 1977: 

374). There is a stigma attached to serious criticism of 

an organization or those in power (O'Day 1977: 373; Har-

shbarger 1973: 255; Swazey and Scher 1982: 180; Wein-

stein 1977: 39). The professional who blows a whistle 

is perceived as disloyal and a threat to the autonomy of 

the organization (Chalk and von Hippel 1979: 52; Swazey 

and Scher 1982: 188). Whistleblowing "threatens both 

the individual self-esteem of members of the research 

community and the continued prestige and existence of 

that community" (Swazey and Scher 1982: 188). 

Whistleblowers perceive themselves as loyal members 

of the organization acting responsibly and in its best 

interest (Swazey and Scher 1982: 184; Chalk 1982: 17). 

Robert Perrucci and coworkers found that whistleblowing 

professionals tend to have a "strong sense of responsi-

bility," and a strong commitment to the "goals of the 

organization" (1980: 156). Other observers have con-

cluded that whistleblowers are most often engaged in work 

roles and tasks which are varied (Weinstein 1977: 34), 
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are able to use a "high degree" of discretion in carrying 
,, 

out work (Anderson il tl_. 1980: 346), and do work that 

is not very visible (Perrucci il al. 1980: 154). 

Before blowing the whistle, professionals often seek 

solutions from within the organization (Perrucci il !!.!_. 

1980: 156). They must overcome embarrassment and fear 

of reprisals and be willing to ris~ future rewards and 

even their job (Chalk and von Hippel 1979: 50; O'Day 

1977: 3E2; Weinstein 1977: 39). Most whistleblowers 

believe they have some support from others inside the 

organization. Initially the largest problem may be get-

ting officials to take them seriously (Weinstein 1977: 

4 ) • 

Organizations often employ some individual who fills 

the role (18) of "crisis absorbent" so that dissidents 

can ventilate without disrupting the organization (Harsh-

barger 1973: 264). "Crisis absorbent" roles are part of 

~hat Rory O'Day identifies as nullification, an indirect 

method of intimidation (1977: 375). The initial re-

sponse of superiors is often to assure a "reformer" that 

he is in error, his accusations groundless, the result 

of "misunderstandings" (O'Day 1977: 375). 

If the "reformer" persists, he will often become 

subject to another form of indirect intimidation, 
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isolation. 'He can find his share of resources reduced, 

communications with others disrupted, even put in a less 

"visible" place in the organization (O'Day 1977: 376). 

Isolation benefits the organization because the whistle-

blower, a reformer, has less impact on the organization 

and is disadvantaged in garnering peer support. Faced 

with unresponsive superiors, the whistleblower either 

capitulates (O'Day 1977: 366), or goes outside the or-

ganization (Perrucci il tl• 1980: 158; Anderson et al. 

1980: 347; Swazey and Scher 1982: 182). 

Behavior defined as deviant can be viewed as "inno-

vative" if it is profitable for the organization and will 

n o t be n e g a t i v e 1 y s an c t i ~--e d a s c on s i s t en t 1 y a s le s s " p r o-

d u ct iv e" deviant behavior which calls into question the 

social order or beliefs of members (Harshbarger 1973: 

257-258). There are limits to the extent beliefs and 

tenets accepted by members can be challenged. Stability 

is achieved through informal rules which define who can 

challenge what without being labeled a heretic (Harsh-

barger 1973: 263). 

Most organizations lack procedures to cope with in-

ternal conflicts, especially where individuals are sepa-

rated widely by status and power (Weinstein 1977: 35). 

Dissenters are manipulated by,authorities into behavior 
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defined as peviant for which there are existing sanc-

tions. Manipulation most often takes the form of inac-

tion which stimulates "frustration" and actions which 

are inadequately considered and often violate informal 

rules (Harshbarger 1973: 267). Having been found guilty 

and sanctioned for deviant behavior, the heretic is dealt 

with in a way which permits the "myths" of an organiza-

tion to continue. 

If the challenge continues, authorities may counter 

with ad hominen attacks on both the character and motives 

of dissidents (O'Day 1977: 377). They are often stigma-

tized with labels like "psychotic," "crazy," or "sick" 

and are said to be motivated by "professional jealousy," 

"spite," or "moral self-righteousness" (Swazey and Scher 

1982: 188). Stigmatization as a technique has several 

benefits. Attention is diverted from any wrongdoing and 

focused on the dissenter, potential support can be dis-

couraged, and.existing support dispersed facilitating 

the dismissal of an undesirable (O'Day 1977: 378-379). 

Rory O'Day believes intimidation strategies work be-

cause they are seldom used and because subordinates fail 

to support dissenting peers: "the pain of the status quo 

is less intense than the fear of the unknown" (1973: 

383). Suppression of opposition, dissent, exposure of 
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poor practi~es and policies is a short-term solution 

(Chalk and von Hippe! 1979: 55). Rosemary Chalk and 

Frank von Hippe! advocate installation of procedures and 

processes which protect dissenters; procedures can help 

focus attention on issues rather than personalities 

(1979: 55). According to Chalk and von Hippel, the 

quality of policy-making seems to be enhanced by ventila-

ting issues publicly: "policy makers often respond by 

establishing a credible review process to recapture con-

trol over policy-making" (1979: 55). When raising is-

sues becomes commonplace, intimidation loses its potency 

and effect (O'Day 1977: 55). Dissent designed to change 

policies within organizations can have beneficial effects 

which strengthen it (Weinstein 1977: 43). Public exami-

nation of organizational policies and behavioral rules is 

a distressing process, but a process which Harshbarger 

believes to be "an opportunity for meaningful and lasting 

person-organizational adaptation, relevant change, and 

growth" (1973: 268). 

THE IDEAL OF SELF-REGULATION 

The Committee on Scientific Freedom and Responsibi-

lity (the Committee) is a standing committee of the 



American Association for the Advancement of Science 

(AAAS). In response to the dissatisfaction of some ~f 
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the public with the scientific establishment during the 

1960's, AAAS created the Committee as a forum for the 

expression and discussion of principles arising out of 

conflicts between the interests of science and the public. 

The Committee, composed of scientists, students of the 

philosophy and sociology of science, science and the law, 

and science policy, came into existence in 1976 in recog-

nition that guidelines which were believed to be adequate 

to regulate interactions between the scientific community 

and the public in the past may be insufficient in contem-

porary society (AAAS 1979: 36). By creating the Commit-

tee, AAAS acknowledged the ·need to serve the public in-

terest in the social impacts of science and technology 

and to provide a forum for the ventilation of concerns 

about the rights and responsibilities of scientists. 

The Comm~ttee's role is to monitor issues of rights 

and responsibilities of scientists and engineers (19). 

The range of the Committee's interests includes 1) sur-

veying and providing information on codes of ethics, 2) 

issues related to the human rights of scientists in tota-

litarian countries, 3) professional responsibility and 

whistleblowing, and 4) the effects of government controls 
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on science .. The Committee through its professional staff 

disseminates information and educates scientists and the 

public on the areas of the Committee's concerns. 

In conjunction with its interests in protecting the 

rights and freedom of scientists while fostering profes-

sional responsibility, the Committee sponsored several 

symposia, and with the President's Commission a workshop, 

on the problems connected with whistleblowing. The Com-

mittee recognized that scientists genuinely hold opinions 

which may differ about the inferences to be drawn from a 

set of facts (AAAS 1980: 4). Controversies concerning 

technology and science become all the more difficult to 

resolve because they also involve value judgments. 

Scientists can find themselves in circumstances where 

they believe they are obliged to expose a situation which 

is unethical, even harmful to the public. When profes-

sional responsibility involves whistleblowing, a scien-

tist can find·himself in conflict with the organization 

employing him or sponsoring his research. Consistent 

with the Committee's mandate to encourage individual 

scientists to act on the responsibilities of their pro-

fessions, the Committee carried out a range of activities 

"focused on the need for due process procedures to pro-

tect the exercise of professional responsibilities by 
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scientists ~nd engineers'' (AAAS 1980: 54). The Commit-

tee carried out a review and examination of procedures 

established by law or regulation to serve as a "model of 

due process" for scientists who raise issues which are 

controversial or construed as dissent (AAAS 1979: 5). 

Assessing the level of self-regulation among profes-

sionals was accomplished by a survey and evaluation of 

activities related to ethics in professional societies 

carried out by the staff of the Committee. That survey 

revealed that professional societies are beginning to 

direct more attention to the ethics of the professional 

behavior of members. The staff found that a number of 

the societies affiliated with AAAS possess codes of pro-

fessional conduct and "monitor and respond to errors in 

professional judgment and abuses of professional rights" 

including sanctions imposed on members who breach the 

tenets of the professional code (AAAS 1980: 19). The 

staff's inquiry confirmed that the costs to an organiza-

tion increase when it goes beyond educational activities 

to enforcement. The kind and amount of resources appear 

to be related to factors internal and external to the or-

ganization "including the member's awareness and expres-

sion of ethical concerns, the availability of time and 

interest from members and society officers and staff" 
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(AAAS 1980~ 2). Survey data disclosed that even where 

procedures to adjudicate complaints existed in an organi-

zation, often the procedures were not publicized or en-

forced. Of the 105 societies having some kinds of sanc-

tions, less than half had taken any adverse action since 

1970 (AAAS 1980: 22). 

SELF-REGULATION IN PRACTICE 

Self-regulation and social responsibility have· re-

wards for professional communities. Professions are set 

apart from the rest of society by education and speciali-

zed training which confer skills that are valued by other 

members of society. The exclusive control of skills and 

entry into the community of practitioners combined with 

self-regulation conveys occupational superiority to the 

group (Goode 1957: 195). By commanding the respect of 

the larger so~iety, professionals are able to capture 

power and economic advantage. Professions maintain their 

social advantages through the continuation of a positive 

evaluation by the rest of society (Goode 1957: 196). 

Dedication to the same career, a "calling," deline-

ates the boundaries of the community and creates a sense 

of shared identity and loyalty to the group and its rules 
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of behavior (Goode 1957: 199; Moore 1970: 80). Members 

also share a common technical language which promotes 

group identification and separates them further from the 

rest of society. William Goode has identified two major 

benefits professional communities offer to members: pro-

tection from inappropriate charges from laypersons, and 

advantages gained by "structuring professional practice 

so that insiders will generally fare better than out-

siders" (1957: 198). By retaining control within the 

profession, members can be judged according to group 

norms. Goode suggests that members accept control by the 

professional community because they need its protection 

(1957: 197). The net effect of self-regulation is to 

put erring members ''beyond the control of those who dis-

approve of their performance" (Friedson 1970: 101). The 

professions gain autonomy in exchange for a measure of 

responsibility. 

A community of interest and claims to public service 

are common to professions (Goode 1957: 195; Moore 1970: 

6). Found universally in all professions, claims of ser-

vice are claims to high status because through service a 

profession asserts "corporate necessity or even irreplace-

ability within society" (Abbot 1983: 866). When accep-

ted by the group, the code guarantees the public explicit 
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commitment to service (Abbot 1983: 869). Self-regula-

tion and control are construed as synonymous with profes-

sional autonomy and a loss of public respect. For ex-

ample, the Committee on the Maintenance of High Ethical 

Standards in the Conduct of Research of the Association 

of American Medical Colleges asserted in a policy state-

ment: 

The responsibility of the scientific com-
munity to the public is acknowledged. The main-
tenance of public trust in this pursuit is vital 
to the continuing vigor of the biomedical research 
enterprise. Loss of this trust because of iso-
lated instances of dishonest behavior on the part 
of a few researchers could cause great harm by 
calling into question in the mind of the public 
the validity of all new knowledge and the integ-
rity of the scientific community at large (Presi-
dent's Commission for the Study of Ethical Prob-
lems in Medicine and Biomedical and Behavioral 
Research 1983: 156). 

The lack of enthusiasm for enforcing codes of ethics 

that the Committee's staff observed during their survey 

supports the observations of Andrew Abbot who concluded 

that ''formal ~rosecution under professional ethics rules 

is a function largely of the public visibility of the 

offense" (1983: 859). Abbot attributes the tendency to 

sanction visible infractions of rules to the greater 

threat public breaches pose for professional interests in 

contrast to private improprieties or errors infringing 

colleagial relations (1983: 868). Members of the 
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profession fespond to complaints that threaten to do in-

jury to the professional community (Moore 1970: 118). 

Yet professional communities are limited in their respon-

ses to allegations by several values which dominate their 

behavior. Colleagues are loathe to criticize a peer be-

fore outsiders believing that public criticism of a mem-

ber lowers the esteem of the entire community (Goode 

1957: 199). Goode also equates evaluation by peers as 

tantamount to reducing a colleague to the status of 

"trainee" because the "very process of evaluation denies 

or questions status inside the community, even if the 

ultimate judgment is favorable" (1957: 199). 

Professional associations are voluntary organiza-

tions. Membership confers prestige, but the majority of 

the membership lack a strong commitment to the organize-

tion (Kerri 1976: 44; Kretzer 1976: 38; Knoke 1981: 

150). Most members attend meetings periodically, present 

papers on intellectual or professional topics, and some-

times join their fellows in activities of common in-

terest. Many members' commitment of resources, skills, 

and reputation is too minimal to effect a strong commit-

ment to the organization (Kanter 1968: 506). Although 

voluntary organizations are technically democratic, most 

are governed by a minority. Centralization of policy-
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making dimi~ishes control by the membership and encou-

rages detachment (Knoke 1981: 142-143). There is a 

trend among associations toward governance by a small 

board with operation of the association left to an exe-

cutive and staff. Because members of the board have 

full-time careers and serve for a limited time period, 

limitations on their time make them dependent upon staff 

employees for the information needed to make decisions 

(Zald 1969: 104). Where boards are dependent on pro-

fessional staff, the staff becomes the center of power 

and shapes policy instead of the members of the profes-

sional community who sit on the board. In a sample of 

thirty-two voluntary organizations, self-regulation was 

found to be the lowest in organizations where operation 

was in the hands of staff employees advised by a board 

(Knoke· 1981: 154). 

Compliance with rules of ethics appears to be re-

lated to prof~ssional success: "compliance and status 

must coincide because the same social group generates 

both rules followed and the admiration conferred" 

(Abbot 1983: 866). Leadership, prestige, and rewards 

accrue to those who comply with role obligations (Goode 

1957: 196-197). The advantages in the form of increa-

sed prestige and economic rewards encourage acceptance 
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of the rul~s by the membership. Because the existence 

of rules advances the interests'of the group and fosters 

autonomy, professionals continue to espouse the ideals 

of their codes even though enforcement is limited by 

structural relations between members and the leadership, 

the weak commitment of members to the organization, the 

value placed on the autonomy of individual professionals, 

and informal rules discouraging evaluation and criticism 

by peers. 

THE RESPONSE OF A STATE LICENSING BOARD 

Having failed to convince administrators in the 

medical school and hospital to report the hospital's 

findings to the Board of Registration and Discipline in 

Medicine (the Board), three faculty of the medical school 

reported the hospital's disposition of allegations of 
. 

data falsification themselves to the Board in a formal 

complaint (20). Naming both the PI and Assistant Oncolo-

gist, the complainants reiterated the allegations of the 

injection of the non-therapuetic drug TT for research 

purposes without proper informed consent, and alleged 

that a study of high dose chemotherapy may have been 

carried out without IRB approval (21). 
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The Board is empowered by state law to carry out two 

principal functions: The regulation and licensing of 

physicians and physical therapists to practice, and to 

adjudicate complaints about the practice of medicine or 

physical therapy. The work of the Board is governed by 

a set of rules which are part of the state code of regu-

lations. The Board adjudicates complaints through inves-

tigation, hearings, and imposition of sanctions on regis-

strants. Five physicians and two lay persons make up the 

Board (The President's Commission 1981a: 318). 

Allegations of wrongdoing must "describe the act" 

and must be transmitted to the Board in written form. 

Any individual, organization, or member of the Board may 

complain of misconduct, construed as any violation of the 

law, or regulations which govern the practice of medi-

cine, or conduct which breaches "good acceptable medical 

practice" (22). Complaints are reviewed by a committee 

of two members. If judged not frivolous and within the 

jurisdiction of the Board, the registrant is notified 

(23). Complaints may be dismissed for lack of evidence. 

If the registrant fails to respond, or the charges are 

substantiated, the full Board reviews the complaint ~nd 

either disposes of it informally, or orders a hearing 

(see Figure 6). 



FIGURE 6 

DISCIPLINARY PROCESS OF LICENSING BOARD 

DISMISSED I 

COMPLAINT I , 1coMMITTEE 
.,- REVIEW 1 :::>- 1 

INFORMAL ACTION 
BY BOARD 

INVESTIGATION HEARING 

PUBLIC 
RECORD 

INNOCENT 

REPORT 

SANCTIONS 

PUBLIC 
RECORD 

,_. 
lJ1 
0 



151 

A 1th o u·g h described as II informal , 11 the r u 1 es and · pro-

cedures for hearings have many of the attributes and for-

malities of the courts. The proceedings are initiated by 

an "order to show cause" ten days before a hearing. The 

Board can order the taking of a deposition (24). Doctors 

may be represented by counsel. Witnesses are sworn. The 

appearance of witnesses and the production of documents 

and records is assured by the power of subpeona enforced 

by the Superior Court. The Hearing Officer is not bound 

by formal rules of evidence, but is obliged to recognize 

the rules of privilege. The Board provides an official 

record of the hearing maintained for public inspection, 

and when reaching a judgment, must rely on sworn testi-

mony and evidence which is part of the record. 

Sanctions available to the Board include censure, 

reprimand, and suspension, or revocation of license for 

at least one year. A physician under investigation may 

resign voluntarily on the condition that his resignation 

is not subject to review or appeal, he is not licensed in 

another state, and agrees not to seek registration else-

where in the future. Physicians may appeal decisions 

through the courts. 

After receiving the complaint from the three faculty 

in November 1978, the Board initiated its preliminary 
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review. Th, two doctors and the hospital were notified 

of the complaint and invited to respond. An investigator 

was assigned to the case, but was later replaced by a 

part-time law clerk. The hospital responded with a 

summary of its investigation and findings and later pro-

vided the Board with access to pertinent medical records. 

Since the actual falsifications occurred on ECOG, not 

hospital, records the Board requested copies of records 

from the Chairman of ECOG who deferred to NCI for author-

ity to release information. The Director of NCI def~rred 

to ECOG as the holder of records (25). 

By the time the problems of access to records had 

been resolved, it was 1980 and the PI and Assistant On-

cologist were both practicing medicine in another state 

out of the jurisdiction of the Board. Several federal 

agencies were investigating some of the same issues. The 

Board has taken no action on the complaint. There have 

been reports tpat the Board was waiting for the result 

of other investigations (the President's Commission 1981a: 

323). Hospital officials told federal investigators a 

report had been finished, but limited funds had delayed 

typing (26). State law permits the Board to defer making 

reports public until disposition is complete. 

The Board does have financial constraints. Revenues 
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garnered from registration of physicians goes into the 

General Revenue fund and exceeds the budget of the Board 

(The President's Commission 1981a: 326), Because of 

budget limitations, the Board lacks a full staff (The 

President's Commission 1981a: 319). The Executive 

Director of the ~oard told members of the President's 

Commission the Board had the resources to pursue "small" 

complaints, but "larger matters" involving more staff is 

a ."slower process" (Ibid. 331). Disposing of allega-

tions as complex as those involving researchers on the 

Oncology unit would severely tax the limited resources 

of the Board (27). 

SELF-REGULATION IN MEDICINE 

Barber has distinguished four properties common to 

all professions: 1) members possess specialized know-

ledge, 2) members are expected to give priority to com-

munity rather than personal interests, 3) a system of 

rewards based on symbols of achievement in work, and 4) 

self-regulation through codes of conduct (1963: 672). 

Professionals learn values and norms while they de-

velop a sense of identity with the group during the 

period they acquire specialized knowledge (Moore 1970: 
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71). Medical students are thought to learn attitudes, 

beliefs, and norms primarily from other more advanced 

students (Moore 1970: 76). Heavy class and clinical 

work loads isolate medical students from others in 

society during the period they are learning new ideals 

and acquiring a "reference group" (Goode 1957: 196). 

The result is what Wilbert Moore (1970: 77) calls a 

"fellowship of suffering" (28). The "punishment" does 

not end with the period of formal education, but con-

tinues during specialized training when residents do the 

"dirty" and routine work around hospitals (Friedson and 

Rhea 1963: 127). 

Most novices survive the period of trial, but 

during the process fhey learn to confront and manage the 

possibility of failure. One study showed that medical 

students adopted the values of medical responsibility 

and the preeminence of clinical experience more frequent-

ly than other values (Friedson 1970: 85). During his 

training, mastery of knowledge and sharpened skills were 

rewarded with more responsibility in a system where 

status is associated with responsibility (Friedson 1970: 

85-86). Experience is believed to be the preferred 

basis for therapeutic decisions, so opportunities to 

gain experience are highly valued (Friedson 1970: 86). 
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These two values combined are symbolized by risk and those 

specialties offering the most risk-taking are especially 

desirable (Friedson 1970: 86). The willingness to as-

sume risk serves as the basis for the profession's bid 

for individual autonomy (Friedson and Rhea 1963: 128). 

Professional schools perform as the initial ''gate-

keepers" to entry into the profession (Moore 1970: 122). 

The system of awarding credentials is critical for the 

autonomy of a profession and graduation from an accredi-

ted program is the first step in a process which medicine~ 

like other mature professions, controls through profes-

sional associations at the state and local level (Cohen 

1973: 74; Moore 1970: 161). 

The profession defines what is achievement (Goode 

1957: 199). Professionals control the distribution of 

prestige and career advantages to colleagues (Goode 1957: 

197). Knowledge is power, and within competitive profes-

sions, demonstrating superior knowledge is a way of buil-

ding a reputation (Moore 1970: 150-151). Prestige and 

esteem can be symbolized by deference. In medicine de-

ference is often demonstrated by seeking advice in the 

form of a consultation (Friedson and Rhea 1963: 127). 

Rank based on achievement is one form of social con-

trol (Goode 1957: 198). Professionals trade self-control 



for autonomy, and argue that self-control is justified 

because only they have the training and knowledge to 

carry out effective control (Barber 1963: 672-673). 
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Yet professionals, including physicians, have demonstra-

ted a reluctance to exercise self-regulation (Friedson 

1970: 236-237). Rather than stand in judgment of each 

other's technical performance, doctors observe a rule of 

ettiquette which forbids evaluation and criticism of a 

colleague (Ibid. 242). Instead doctors practice avoid-

ance by "boycotting" referrals to him, or inviting him 

to consult on a patient. By boycotting a doctor, col-

leagues impair his ability to acquire more prestige and 

experience by blocking access to "interesting" cases. 

There are no intermediate kinds of control (Ibid. 94). 

The result is control by individuals not the group (Fried-

son and Rhea 1963: 128). The system depends on proper 

socialization of practitioners, "not merely well-trained, 

but also responsive to the values of their colleagues" 

(Ibid. 129). 

When physicians act as surgeons did at Medical 

Center Hospital, refusing to refer patients to the PI 

or invite him to consult, his professional performance 

ceased to be observable by his peers. "Boycotting" 

removes a doctor from the only means the group has 
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of supervising performance (Friedson 1970: 93). At 

least one physician, a neurosurgeon, has sued colleagues, 

anesthesiologists, for boycotting him after a peer review 

group cleared him of allegations (Chenen 1982: 23). 

That lawsuit was resolved in favor of the boycotters, 

but is up for appeal (Dornette 1982: 25). 

Licensing is presented as a protection from incom-

petent anduns£cupulous persons for both the public and 

members of the profession (Moore 1970: 217). How well 

the process protects the public has been questioned 

(Gross 1978; Cohen 1973; Rose 1983). Licensing has been 

effective in promoting the autonomy of professions 

(Cohen 1973~ 74; Gross 1978: 

poly on knowledge (Gross 1978: 

1009), maintaining a mono-

1012; Rose 1983: 107), 

125-and as a protection from competition (Moore 1970: 

127; Cohen 1973: 

286). 

77; Gross 1978: 1013; Friedson 1983: 

Professional associations play a dominant role in 

the activities of licensing boards. In many jurisdic-

tions associations set the standards for minimal compe-

tence (Moore 1970: 115). In many states professional 

associations influence the legislation affecting boun-

daries of the profession and the credentialling process 

and determine the content of rules and regulations 
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concerning ~he practice of medicine (Cohen 1973: 79; 

1975: 124). In some states members of the licensing 

board are chosen from among nominees presented to the 

governor by a professional association (Cohen 1973: 79). 

State licensing boards have had a poor record of 

enforcing rules to ensure standards of performance (Mor-

row 1982: 96). Between 1963 and 1967 there were only 

161 license suspensions and 334 revocations out of 

250,000 licensed physicians in the U. S. , and half of 

those were for narcotics violations (Hogan 1983: 124). 

Of the Board's eleven grounds for complaint, only one re-

lates to professional performance (see note 4). Since 

the turn of the century, the majority of the nearly 100 

revocations of license have involved residency issues not 

questions of competence or professional misconduct (28). 

After nearly two decades of denying a problem exis-

ted, the AMA is currently conducting a vigorous and suc-

cessful effort to rehabilitate physicians "impaired" by 

alcohol and other drugs (Morrow 1982). Physician advo-

cates were only able to gain AMA cooperation after sub-

stituting treatment for sanctions and cloaking the pro-

gram in language and symbolism of illness (Morrow 1982: 

97). The response from licensing boards has been posi-

tive and widespread (Morrow 1982: 100). Medicalization 
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of alcohol ~nd other drugs related deviance of doctors is 

consistent with the medicalization of deviance in society 

(Voss 1979: 21; Swazey and Scher 1982: 187). 

Most licensing boards have neither the staff nor the 

funds to carry out adequate disciplinary activity (Hogan 

1983: 124). The Director of one licensing board compen-

sates for the lack of staff and funds by relying on the 

investigations and reports of other entities whenever 

possible (29). Federal involvement in funding medical 

care has forced peer regulation of the medical profession 

through Professional Standards Review Organizations 

(PRSOs) changing the informal rules regarding the evalua-

tion of peer performance (Friedson 1983: 288). ~-Just as 

the growth of malpractice actions changed the conventions 

surrounding testifying against a colleague, required re-

view is forcing change in attitudes attached to evalua-

tion of performance. 

Where doctors have moved to action, they have not 

always been supported by medical societies, state licen-

sing boards, or the federal bureaucracy. Charging autho-

rities with more concern for due process than medical 

standards, one member of a PRSO shared the experience of 

his committee which tried to exclude two doctors delive-

ring substandard care from participation in Medicare. 
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Doctors serying on the PRSO were stunned when an inves-

tigator from the licensing board told them resources were 

devoted to problems of alcohol and drug abuse; the board 

could not "assure medical quality" (Anonymous 1982: 88). 

The federal agency was proceeding glacially. In the in-

terim one of the two doctors is suing the hospital, and 

members of the medical staff and PRSO are threatened with 

a similar action. The interests of the physicians in due 

process was in conflict with the interests of the public: 

"We need to support those patients, not medicine's bad 

apples" (Anonymous 1982: 88). 



CHAPTER NOTES 

1. Interview with staff investigator on December 13, 
1984. 
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2. Interview with Chief Investigator of subcommittee 
on December 13, 1984. In his words: "No one can 
.!!!_ake him do it," he is the "final call," that is to 
put an item on the agenda. 

3. Even the "lunatic fringe" is researched to get the 
broadest possible view. Interview with subcommit-
tee Chief Investigator on December 13, 1984. 

4. Talking to anyone available from other Congressional 
staff, media contacts, and individuals involved with 
the issues under investigation. 

5. Interview with staff investigator on January 7, 
1985. 

6. Interview with staff investigator on January 7, 
1985. 

7. Interview with Chief Investigator of subcommittee 
on December 13, 1984. 

8. Interview with Chief Investigator of subcommittee 
on December 13, 1984. 

9. Interview with staff investigator on January 7, 
1985. 

10. Interview· with Chief Investigator of subcommittee 
on January 7, 1985. 

11. Interview with Chief Investigator of subcommittee 
on October 26, 1984. 

12. The National Research Act of 1974 (Public Law 93-
348) which established the National Commission was 
the outcome of a number of Congressional investiga-
tions and hearings in response to a public demand 
following sensational publicity on some experimental 
studies using humans. Some of the studies which 
offended public sensibilities were carried out by 



162 

public agencies and involved young, retarded, and 
aged populations. That public interest structured 
the National Commission's early work. 

13. "The Commission is particularly interested in 
learning about the extent to which standards and 
procedures exist for: (a) alerting committees that 
review grants and contracts about serious allega-
tions pending against a scientist; (b) protecting 
complainants and witnesses from retaliation; (c) 
protecting the subjects if research activities must 
be suspended; (d) protecting the rights of those ac-
cused of misconduct; and (e) protecting the public 
interest by assuring the reliability of research 
results and the ethical conduct of federally sup-
ported research" (The President's Commission 1981b: 
9 ) • 

14. Interview on December 13, 1984 with a spokesperson 
for the Office for Protection from Research Risk. 

15. The Office of Management and Budget (OBM) has poli-
cies on federal rule-making which guide policy co-
ordinating ventures within the federal government. 
During an interview on December 13, 1984, a spokes-
person for the OPRR said that a number of different 
arrangements exist between HHS and other agencies·-
such as NSF, the CIA, or the Airforce. These ar-
rangements are the equivalent of a General Assu-
rance. HHS took the lead in seeking a uniform:· 
federal policy according to the spokesperson. The 
Federal Coordinating Committee is a permanent com-
mittee and is expected to serve to interpret and 
provide guidance on policy and questions of how new 
regulations comply with the federal model based on 
HHS regulations. 

16. Interview on November 15, 1984 with spokesperson 
for Office of Extramural Research and Training. 

17. Some definitions of whistleblowing include reports 
made within the organization, others include reports 
made to authorities outside of the organizations 
only. 

18. Some universities have an Ombudsman who acts as a 
mediator and facilitator when individuals have a 
grievance and no obvious procedure exists. Ombuds-
men not only find avenues within the organization 
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for resolving problems, but also "defuse" conflicts 
between parties. 

19. Interview with Staff Director on November 13, 1984. 

20. In October administrators had reported to the hos-
pital's Board of Trustees the concerns of the three 
faculty that the hospital and medical school had an 
obligation to report the disposition of allegations 
to the Board of Registration and Discipline in Medi-
cine. The Board of Trustees discussed the sugges-
tion and took it under consideration. In January 
the Board of Trustees declined to report the inci-
dent on the grounds they had no legal obligation to 
do so. The laws of the state do require reports to 
the state licensing board when a physician has been 
disciplined (The President's Commission 1981a: 325). 

21. Letter of complaint to Board of Registration and 
Discipline in Medicine, November 2, 1978. 

22. The following can be the basis for a complaint: 
1. "fraudulent procurement of a certificate 

of registration," 
2. "commitment of an offense" against the laws 

or regulations relating to the practice of 
medicine, 

3. "gross misconduct" in the practice of medi-
cine, or practicing "fraudulently," "beyond 
its authorized scope," or with "gross incom-
petence," or "gross negligence," on "a par-
ticular," or "repeated occasions," 

4. practicing while "impaired by alcohol, drugs, 
physical disability, or mental disability," 

5. being "habitually drunk," or "addicted," 
"clependent on," or "habitual user of narco-
tics, barbituates, amphetamines, hallucino-
gens, or other drugs," 

6. allowing an unlicensed person to perform, 
7. "conviction of any crime," 
8. practicing when license is "lapsed, suspen-

ded, or revoked, 11 

9. "being insane," 
10. "practicing medicine deceitfully," 
11. "violation of any rule or regulation of 

the Board" (Commonwealth of Massachusetts 
Regulations, 10: 468). 
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23. The registrant may be ordered to answer either per-
sonally or through an attorney within ten days. 
The answer "must address the substantive allegations. 
(Commonwealth of Massachusetts Regulations, 10: 
468). 

24. A deposition is testimony taken before an indivi-
dual enpowered to administer oaths. The witness 
is sworn and each side has the right to cross-
examine. Depositions are received in evidence as 
if the deponent were giving testimony during the 
proceedings. 

25. Marginalia handwritten on a copy of the Board's 
letter on February 14, 1980 to the Director of 
NCI requesting copies of ECOG records states: 
"under current law aren't these records property 
of grantees NCI need not give approval. Let 
[Chairman of ECOG] make the decisions." 

26. Interview of hospital officials on September 3, 1980 
by staff of DMSR. 

27. Interview of former member of the Board in October 
1983. A former member of the staff of the licensing 
Board estimated the cost of investigating the alle-
gations of data falsification on the Oncology unit 
at $100,000. 

28. Van Gennep identified three phases in the "passage" 
through a stage of life. These stages are associated 
with "rites" as the individual passes from one 
social group to another. Rites accompany the indi-
viduals separation from the "profane" world of the 
old group and his incorporation into the "sacred" 
precincts of the new group (van Gennep 1960: 95). 
The transition stage, the "liminal" period, is often 
a time of trial, a "noviate," a time of purification" 
(van Gennep 1960: 81, 111, 174). 

29. Interview of the Executive Director of a state licen-
sing board on November 14, 1984. 
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