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In general terms, responsible conduct 

in research is simply good citizenship 

applied to professional life.



ORI Introduction to the Responsible Conduct of Research

 

Researchers learn best practices in a 

number of ways and in different settings. 

The norms for responsible conduct can 

vary from field to field.



  1  ,   2   



Part I.
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research
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HONESTY —   

ACCURACY —

EFFICIENCY —  

OBJECTIVITY —   

ORI Introduction to RCR 

Chapter 1, Rules of the Road,

 

Chapter 2, Research Misconduct,

Part	
�   I:	
�   Shared	
�   Values



Setting	
�   off	
�   on	
�   the	
�   road	
�   to	
�   the	
�   responsible	
�   conduct	
�   of	
�   research
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Chapter 1. Rules of the Road

H

must be followed. 

should be followed.

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road



6

ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Case Study

Katherine,	
�   a	
�   postdoc	
�   in	
�   Dr.	
�   Susan	
�   B.’s	
�   laboratory,	
�   has	
�   just	
�   had	
�   a	
�   manuscript	
�   accepted	
�   for	
�   publication	
�   
in	
�   a	
�   prestigious	
�   research	
�   journal,	
�   conditional	
�   on	
�   a	
�   few	
�   important	
�   changes.	
�   Most	
�   importantly,	
�   the	
�   

editor	
�   has	
�   requested	
�   that	
�   she	
�   significantly	
�   shorten	
�   the	
�   methods	
�   section	
�   to	
�   save	
�   space.	
�   If	
�   she	
�   makes	
�   
the	
�   requested	
�   changes,	
�   other	
�   researchers	
�   may	
�   not	
�   be	
�   able	
�   to	
�   replicate	
�   her	
�   work.

Asked	
�   about	
�   the	
�   situation,	
�   Dr.	
�   B.	
�   recommends	
�   that	
�   Katherine	
�   go	
�   ahead	
�   with	
�   the	
�   changes.	
�   After	
�   all,	
�   if	
�   
other	
�   researchers	
�   want	
�   more	
�   information	
�   they	
�   can	
�   always	
�   get	
�   in	
�   touch.	
�   She	
�   remains	
�   concerned	
�   that	
�   
an	
�   inadequate	
�   explanation	
�   of	
�   her	
�   methods	
�   could	
�   lead	
�   other	
�   researchers	
�   to	
�   waste	
�   time	
�   and	
�   valuable	
�   
research	
�   dollars	
�   attempting	
�   to	
�   replicate	
�   her	
�   work.

Should	
�   Katherine	
�   make	
�   the	
�   requested	
�   changes?

Should	
�   she	
�   be	
�   concerned	
�   about	
�   providing	
�   inadequate	
�   information	
�   to	
�   colleagues?

Is	
�   reducing	
�   detail	
�   in	
�   methods	
�   sections	
�   a	
�   reasonable	
�   way	
�   to	
�   go	
�   about	
�   saving	
�   valuable	
�   space	
�   in	
�   journals?

How	
�   can	
�   Katherine	
�   get	
�   definitive	
�   answers	
�   to	
�   these	
�   and	
�   other	
�   questions
about	
�   the	
�   responsible	
�   conduct	
�   of	
�   research?

 professional codes,

 government regulations,

 institutional policies, and

 personal convictions.

1a. Professional self-regulation

 

 

ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research



7

 

 

 

 

 

 

National Academy of Sciences, On Being a Scientist (1995)

The	
�   scientific	
�   research	
�   enterprise,	
�   like	
�   other	
�   human	
�   activities,	
�   is	
�   built	
�   on	
�   a	
�   foundation	
�   of	
�   trust.	
�   
Scientists	
�   trust	
�   that	
�   the	
�   results	
�   reported	
�   by	
�   others	
�   are	
�   valid.	
�   Society	
�   trusts	
�   that	
�   the	
�   results	
�   of	
�   
research	
�   reflect	
�   an	
�   honest	
�   attempt	
�   by	
�   scientists	
�   to	
�   describe	
�   the	
�   world	
�   accurately	
�   and	
�   without	
�   bias.	
�   
The	
�   level	
�   of	
�   trust	
�   that	
�   has	
�   characterized	
�   science	
�   and	
�   its	
�   relationship	
�   with	
�   society	
�   has	
�   contributed	
�   to	
�   a	
�   
period	
�   of	
�   unparalleled	
�   scientific	
�   productivity.	
�   But	
�   this	
�   trust	
�   will	
�   endure	
�   only	
�   if	
�   the	
�   scientific	
�   community	
�   
devotes	
�   itself	
�   to	
�   exemplifying	
�   and	
�   transmitting	
�   the	
�   values	
�   associated	
�   with	
�   ethical	
�   scientific	
�   conduct.

http://www.nap.edu/readingroom/books/obas/preface.html

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

  reports and policy statements issued by the National 
Academy of Sciences, the American Association for the 
Advancement of Science, the Association of American 
Medical Colleges, and Sigma Xi;

  guidance on responsible publication practices published in 
journals; and

a few comprehensive professional codes.

 

American Chemical Society 
The Chemist’s Code of Conduct (1994)

Chemists	
�   Acknowledge	
�   Responsibilities	
�   To:	
�   

The	
�   Public.	
�   	
�    	
�   Chemists	
�   have	
�   a	
�   professional	
�   responsibly	
�   to	
�   serve	
�   the	
�   public	
�   interest	
�   and	
�   
welfare	
�   and	
�   to	
�   further	
�   knowledge	
�   of	
�   science….

The	
�   Science	
�   of	
�   Chemistry.	
�    	
�   Chemists	
�   should	
�   seek	
�   to	
�   advance	
�   chemical	
�   science,	
�   understand	
�   the	
�   
limitations	
�   of	
�   their	
�   knowledge,	
�   and	
�   respect	
�   the	
�   truth….

The	
�   Profession.	
�   	
�    	
�   Chemists	
�   should	
�   remain	
�   current	
�   with	
�   developments	
�   in	
�   their	
�   field,	
�   share	
�   
ideas	
�   and	
�   information,	
�   keep	
�   accurate	
�   and	
�   complete	
�   laboratory	
�   records,	
�   
maintain	
�   integrity	
�   in	
�   all	
�   conduct	
�   and	
�   publications,	
�   and	
�   give	
�   due	
�   credit	
�   to	
�   the	
�   
contributions	
�   of	
�   others.	
�   Conflicts	
�   of	
�   interest	
�   and	
�   scientific	
�   misconduct,	
�   such	
�   as	
�   
fabrication,	
�   falsification,	
�   and	
�   plagiarism,	
�   are	
�   incompatible	
�   with	
�   this	
�   Code.	
�   

The	
�   Employer.	
�   	
�    	
�   Chemists	
�   should	
�   promote	
�   and	
�   protect	
�   the	
�   legitimate	
�   interests	
�   of	
�   their	
�   
employers,	
�   perform	
�   work	
�   honestly	
�   and	
�   competently,	
�   fulfill	
�   obligations,	
�   
and	
�   safeguard	
�   proprietary	
�   information.

Employees.	
�   	
�    	
�   Chemists,	
�   as	
�   employers,	
�   should	
�   treat	
�   subordinates	
�   with	
�   respect	
�   for	
�   their	
�   
professionalism	
�   and	
�   concern	
�   for	
�   their	
�   well-being….

Students.	
�   	
�    	
�   Chemists	
�   should	
�   regard	
�   the	
�   tutelage	
�   of	
�   students	
�   as	
�   a	
�   trust	
�   conferred	
�   
by	
�   society	
�   for	
�   the	
�   promotion	
�   of	
�   the	
�   student’s	
�   learning	
�   and	
�   professional	
�   
development….

Associates.	
�   	
�    	
�   Chemists	
�   should	
�   treat	
�   associates	
�   with	
�   respect,	
�   regardless	
�   of	
�   the	
�   level	
�   of	
�   
their	
�   formal	
�   education,	
�   encourage	
�   them,	
�   learn	
�   with	
�   them,	
�   share	
�   ideas	
�   
honestly,	
�   and	
�   give	
�   credit	
�   for	
�   their	
�   contributions.

http://www.chemistry.org/portal/a/c/s/1/acsdisplay.html?DOC=membership%5Ccode.html
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1b. Government regulation

 the 1966 Animal Welfare Act (PL 89-544),

 the 1974 National Research Act (PL 93-348), and

 the 1985 Health Research Extension Act (PL 99-158).

 

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

ORI Introduction to 

RCR

Regulations.  

 

Federal 

Register

 

Agency policies and guidelines.
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Required Education in the Protection of Human Research Participants 

June	
�   5,	
�   2000	
�   (Revised	
�   August	
�   25,	
�   2000)	
�   

National	
�   Institutes	
�   of	
�   Health

Policy:	
�    	
�   Beginning	
�   on	
�   October	
�   1,	
�   2000,	
�   the	
�   NIH	
�   will	
�   require	
�   education	
�   on	
�   the	
�   protection	
�   of	
�   
human	
�   research	
�   participants	
�   for	
�   all	
�   investigators	
�   submitting	
�   NIH	
�   applications	
�   for	
�   
grants	
�   or	
�   proposals	
�   for	
�   contracts	
�   or	
�   receiving	
�   new	
�   or	
�   non-competing	
�   awards	
�   for	
�   
research	
�   involving	
�   human	
�   subjects.

Background:	
�    To	
�   bolster	
�   the	
�   Federal	
�   commitment	
�   to	
�   the	
�   protection	
�   of	
�   human	
�   research	
�   participants,	
�   
several	
�   new	
�   initiatives	
�   to	
�   strengthen	
�   government	
�   oversight	
�   of	
�   medical	
�   research	
�   were	
�   
announced	
�   by	
�   HHS	
�   Secretary	
�   Shalala	
�   on	
�   May	
�   30,	
�   2000.	
�   This	
�   announcement	
�   also	
�   
reminds	
�   institutions	
�   of	
�   their	
�   responsibility	
�   to	
�   oversee	
�   their	
�   clinical	
�   investigators	
�   and	
�   
institutional	
�   review	
�   boards	
�   (IRBs).	
�   One	
�   of	
�   the	
�   new	
�   initiatives	
�   addresses	
�   education	
�   and	
�   
training.	
�   This	
�   NIH	
�   announcement	
�   is	
�   developed	
�   in	
�   response	
�   to	
�   the	
�   Secretary’s	
�   directive.

http://grants2.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

 

1c. Institutional policies
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 copies of institutional research policies,

 links to state and Federal policies,

 required forms and instructions for completing them,

  responsible conduct of research training programs, and

lists of key personnel.

 

 

Stanford University - Research Policy Handbook 
Document 2.1 

Title:	
�   	
�    Principles	
�   Concerning	
�   Research

Originally	
�   issued:	
�    Dec	
�   8,	
�   1971

Current	
�   version:	
�    Dec	
�   8,	
�   1971

Classification:	
�    Stanford	
�   University	
�   Policy

Summary:	
�   	
�    	
�   Presents	
�   broad	
�   principles	
�   to	
�   guide	
�   the	
�   research	
�   enterprise	
�   and	
�   
assure	
�   the	
�   integrity	
�   of	
�   scholarly	
�   inquiry	
�   at	
�   Stanford	
�   University.

http://www.stanford.edu/dept/DoR/rph/2-1.html

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

1d. Personal responsibility
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Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road

 

 

 

ORI Introduction to RCR.

Questions for discussion 

   1 Is research a profession?

   2  How do researchers learn about the responsible conduct  
of research?

   3   How should researchers learn about the responsible conduct 
of research?

   4  What factors influence researchers’ attitudes toward the 
responsible conduct of research?

   5  How is integrity in research monitored? Is self-regulation  
of integrity in research effective?
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Resources

Policies, Reports, and Policy Statements

Developing a Code of  

The Responsible Conduct of Research in the 
Health Sciences

On Being a Scientist: Responsible Conduct in Research, 

Guidelines for the Conduct of Research 
in the Intramural Research Programs at NIH

Honor in Science

General Information Web Sites

Integrity in 

Science and Engineering Ethics

Home Page.  

Research Conduct and Ethics 
Instruction Materials

Research & Professional Ethics 
Program

Home Page

Home Page
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Home Page

Accountability in Research: Policies and 
Quality Assurance

Additional Reading

Research Ethics: Text and Readings

The Responsible Conduct of Research

The Ethical Dimensions of the 
Biological and Health Sciences

Research Ethics: A Reader

Science and Engineering Ethics

Teaching the Responsible Conduct of 
Research through a Case Study Approach: A Handbook for 
Instructors

Research Ethics: Cases and Materials

The Ethics of Science : An Introduction, Philosophical 
Issues in Science

Responsible Conduct of Research

The Responsible Researcher: Paths and Pitfalls

for Course Development

Ethics in Engineering Practice and Research

Chapter	
�   1:	
�   Rules	
�   of	
�   the	
�   Road



When	
�   research	
�   misconduct	
�   becomes	
�   public
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Chapter 2. Research Misconduct

P

 

 establish definitions for misconduct in research,

 outline procedures for reporting and investigating 
misconduct, and

 provide protection for whistleblowers (persons who report 
misconduct) and persons accused of misconduct.

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Case Study

Dr.	
�   José	
�   M.	
�   is	
�   beginning	
�   his	
�   fifth	
�   year	
�   as	
�   an	
�   independent	
�   researcher.	
�   His	
�   work	
�   is	
�   going	
�   well.	
�   He	
�   has	
�   
published	
�   a	
�   number	
�   of	
�   important	
�   articles	
�   and	
�   secured	
�   a	
�   large	
�   grant	
�   for	
�   future	
�   work.	
�   Based	
�   on	
�   this	
�   

progress,	
�   he	
�   expects	
�   his	
�   pending	
�   promotion	
�   review	
�   to	
�   proceed	
�   without	
�   problems.

Late	
�   one	
�   afternoon	
�   a	
�   graduate	
�   student	
�   hands	
�   José	
�   two	
�   papers	
�   written	
�   by	
�   a	
�   senior	
�   colleague	
�   in	
�   his	
�   
department.	
�   She	
�   has	
�   circled	
�   graphs	
�   in	
�   each	
�   of	
�   the	
�   papers	
�   that	
�   are	
�   clearly	
�   the	
�   same	
�   but	
�   reported	
�   as	
�   
representing	
�   two	
�   different	
�   experiments.	
�   After	
�   checking	
�   the	
�   graphs	
�   carefully	
�   and	
�   reviewing	
�   the	
�   
supporting	
�   data,	
�   José	
�   agrees	
�   that	
�   something	
�   is	
�   wrong.	
�   The	
�   senior	
�   colleague,	
�   who	
�   will	
�   almost	
�   
certainly	
�   be	
�   a	
�   member	
�   of	
�   his	
�   promotion	
�   review,	
�   has	
�   either	
�   made	
�   a	
�   careless	
�   mistake	
�   or	
�   falsified	
�   
information	
�   in	
�   a	
�   publication.	
�   What	
�   should	
�   he	
�   do?

Ask	
�   the	
�   senior	
�   colleague	
�   about	
�   the	
�   graphs?
Bring	
�   the	
�   publications	
�   to	
�   the	
�   attention	
�   of	
�   his	
�   department	
�   chair?
Report	
�   the	
�   problem	
�   anonymously	
�   to	
�   a	
�   research	
�   administrator?

Encourage	
�   the	
�   graduate	
�   student	
�   to	
�   report	
�   the	
�   problem?
Nothing,	
�   at	
�   least	
�   until	
�   after	
�   the	
�   promotion	
�   review	
�   is	
�   completed?

2a. Federal research misconduct definition and policies
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 represent a “significant departure from accepted practices”;

 have been “committed intentionally, or knowingly, or 
recklessly”; and 

 be “proven by a preponderance of evidence.”

 

 

Federal Research Misconduct Policy.	
�   	
�   

I.	
�   	
�   Research	
�   Misconduct	
�   Defined.	
�   Research	
�   misconduct	
�   is	
�   defined	
�   as	
�   
fabrication,	
�   falsification,	
�   or	
�   plagiarism	
�   in	
�   proposing,	
�   performing,	
�   or	
�   
reviewing	
�   research,	
�   or	
�   in	
�   reporting	
�   research	
�   results.

them.

processes,	
�   or	
�   changing	
�   or	
�   omitting	
�   data	
�   or	
�   results	
�   such	
�   that	
�   the	
�   
research	
�   is	
�   not	
�   accurately	
�   represented	
�   in	
�   the	
�   research	
�   record.

-
cesses,	
�   results,	
�   or	
�   words	
�   without	
�   giving	
�   appropriate	
�   credit.

http://ori.hhs.gov/policies/fed_research_misconduct.shtml

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Reporting and investigation.

 

 

 

 the designation of individuals who are authorized to receive 
and investigate allegations of misconduct,

 provisions for an initial inquiry to determine whether the 
allegations have any merit,

 provisions for a formal investigation to reach conclusions 
about the truth of the allegations,

 the designation of an individual who is authorized to weigh 
(adjudicate) the conclusions reached in the investigation and 
impose administrative actions to redress the  
misconduct (sanctions) or take steps to vindicate the 
person charged, and

 provisions for reporting findings to ORI.

 

Basic protections.
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2b. Institutional research misconduct policies

 

 

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

 

 

Violation of Federal rules.

 

 

 

 

 
University Research Misconduct Policies

Rice	
�   University.	
�   	
�   Research	
�   misconduct	
�   may	
�   include	
�   the	
�   fabrication/	
�   falsification	
�   of	
�   data,	
�   
plagiarism,	
�   or	
�   other	
�   practices	
�   that	
�   seriously	
�   deviate	
�   from	
�   those	
�   that	
�   are	
�   commonly	
�   accepted	
�   
within	
�   the	
�   scientific	
�   community	
�   for	
�   proposing,	
�   conducting,	
�   reviewing,	
�   or	
�   reporting	
�   research.	
�   It	
�   
also	
�   encompasses	
�   the	
�   failure	
�   to	
�   comply	
�   with	
�   federal	
�   requirements	
�   for	
�   protecting	
�   researchers,	
�   
human	
�   and	
�   animal	
�   subjects,	
�   and	
�   the	
�   public.	
�   In	
�   general,	
�   gross	
�   negligence	
�   of	
�   research	
�   standards	
�   
and	
�   any	
�   action	
�   taken	
�   with	
�   the	
�   intent	
�   to	
�   defraud	
�   are	
�   considered	
�   forms	
�   of	
�   research	
�   misconduct.	
�   
It	
�   does	
�   not,	
�   however,	
�   include	
�   honest	
�   error	
�   or	
�   honest	
�   differences	
�   in	
�   interpreting	
�   or	
�   judging	
�   data.	
�   

http://professor.rice.edu/professor/Research_Misconduct.asp

University	
�   of	
�   New	
�   Mexico.	
�   	
�   A	
�   researcher	
�   commits	
�   research	
�   misconduct	
�   under	
�   UNM’s	
�   
policy	
�   if	
�   he	
�   or	
�   she	
�   fabricates	
�   or	
�   falsifies	
�   data	
�   or	
�   research	
�   results	
�   or	
�   plagiarizes	
�   another	
�   person’s	
�   
ideas	
�   or	
�   work.	
�   Research	
�   misconduct	
�   also	
�   occurs	
�   if	
�   a	
�   researcher	
�   wantonly	
�   disregards	
�   truth	
�   
or	
�   objectivity	
�   or	
�   fails	
�   to	
�   comply	
�   or	
�   attempt	
�   to	
�   comply	
�   with	
�   legal	
�   requirements	
�   governing	
�   the	
�   
research;	
�   however,	
�   other	
�   University	
�   policies	
�   and	
�   procedures	
�   will	
�   be	
�   followed	
�   in	
�   resolving	
�   such	
�   
cases.	
�   It	
�   is	
�   important	
�   to	
�   understand	
�   that	
�   research	
�   misconduct	
�   is	
�   not	
�   a	
�   mistake	
�   in	
�   reasoning,	
�   
disagreeing	
�   with	
�   recognized	
�   authorities,	
�   misinterpreting	
�   results,	
�   an	
�   error	
�   in	
�   planning	
�   or	
�   carrying	
�   
out	
�   an	
�   experiment,	
�   or	
�   an	
�   oversight	
�   in	
�   attribution.

http://www.unm.edu/%7Ecounsel/research/policies/2464.pdf
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Authorship and publication violations.  

 

 

 

 

Failure to report misconduct.

Obstruction of investigations and retaliation.  

 

 

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Other practices.  

 

2c. Putting research misconduct into perspective
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ORI Introduction to RCR

Questions for discussion

   1  Should other practices besides fabrication, falsification, and 
plagiarism be considered misconduct in research?

   2  Is it fair to use “significant departure from accepted practices”  
to make judgments about a researcher’s behavior?

   3  Should researchers report misconduct if they are concerned  
that doing so could adversely impact their career?

   4  What evidence is needed to demonstrate that a researcher 
committed misconduct “intentionally, or knowingly, or 
recklessly”?

   5  What are appropriate penalties for different types of  
misconduct?

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Resources

Policies, Reports, and Policy Statements

Integrity and Misconduct in Research

Public Health Service 
Policies on Research Misconduct; Final Rule,

Responsible Science Ensuring the Integrity of the 
Research Process

Federal Register

ORI Model Policy and Procedures for 

Research Misconduct

 

Fraud in Biomedical Research

Fraud and Misconduct in 
Biomedical Research

General Information Web Sites

Home Page

Handling Misconduct
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Additional Reading

Perspectives on Scholarly 
Misconduct in the Sciences

Journal of the American Medical 
Association

Academic Medicine

Proceedings of the Society for Experimental 
Biology and Medicine

Academic Medicine

Science 
and Engineering Ethics

Understanding  
Plagiarism

Whistleblowing in Biomedical Research: Policies and Procedures 
for Responding to Reports of Misconduct: Proceedings of a  
Workshop, September 21-22, 1981

Chapter	
�   2:	
�   Research	
�   Misconduct
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research
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P

Chapter 3, The Protection of Human Subjects,

Chapter 4, The Welfare of Laboratory Animals,

 

Part	
�   II:	
�   Planning	
�   Research



Designing	
�   a	
�   responsible	
�   informed	
�   consent	
�   form
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Chapter 3. The Protection of Human Subjects

T

 

Case Study

Two	
�   weeks	
�   into	
�   the	
�   new	
�   semester,	
�   the	
�   professor	
�   in	
�   Mary’s	
�   course	
�   on	
�   family	
�   health	
�   gives	
�   the	
�   class	
�   
a	
�   special	
�   assignment	
�   that	
�   was	
�   not	
�   on	
�   the	
�   course	
�   syllabus.	
�   Over	
�   the	
�   next	
�   week,	
�   everyone	
�   in	
�   the	
�   

class	
�   is	
�   to	
�   talk	
�   with	
�   three	
�   classmates	
�   who	
�   are	
�   not	
�   in	
�   the	
�   course	
�   about	
�   the	
�   way	
�   their	
�   families	
�   deal	
�   with	
�   
medical	
�   emergencies	
�   and	
�   chronic	
�   illness.	
�   Next	
�   week	
�   they	
�   should	
�   come	
�   to	
�   class	
�   prepared	
�   to	
�   report	
�   on	
�   
their	
�   interviews.	
�   The	
�   Professor	
�   warns	
�   them,	
�   however,	
�   that	
�   in	
�   talking	
�   about	
�   their	
�   conversations	
�   they	
�   
should	
�   not	
�   mention	
�   any	
�   names	
�   to	
�   protect	
�   the	
�   privacy	
�   of	
�   their	
�   classmates.

The	
�   assignment	
�   makes	
�   Mary	
�   uneasy.	
�   In	
�   her	
�   basic	
�   psychology	
�   course	
�   last	
�   semester	
�   she	
�   learned	
�   about	
�   
some	
�   of	
�   the	
�   rules	
�   pertaining	
�   to	
�   the	
�   use	
�   of	
�   human	
�   subjects	
�   in	
�   research.	
�   However,	
�   when	
�   she	
�   raises	
�   
her	
�   concerns	
�   with	
�   her	
�   professor,	
�   he	
�   assures	
�   her	
�   that	
�   her	
�   informal	
�   conversations	
�   with	
�   classmates	
�   are	
�   
not	
�   research	
�   and	
�   therefore	
�   not	
�   subject	
�   to	
�   regulation.	
�   Moreover,	
�   since	
�   she	
�   will	
�   not	
�   be	
�   mentioning	
�   any	
�   
names,	
�   there	
�   are	
�   no	
�   privacy	
�   issues	
�   to	
�   worry	
�   about.

Should	
�   Mary	
�   be	
�   content	
�   with	
�   these	
�   assurances	
�   and	
�   conduct	
�   the	
�   interviews?
If	
�   she	
�   still	
�   has	
�   concerns,	
�   where	
�   should	
�   she	
�   turn	
�   for	
�   advice?

Did	
�   the	
�   professor	
�   act	
�   properly	
�   in	
�   giving	
�   this	
�   assignment	
�   to	
�   the	
�   class?

 knowing what research is subject to regulation,

 understanding and following the rules for project approval,

Chapter	
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 getting appropriate training, and

 accepting continuing responsibility for compliance through 
all stages of a project.

 

3a. Federal regulations
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Excerpts, Nuremberg Code (1947)

	
�    1.	
�   	
�   The	
�   voluntary	
�   consent	
�   of	
�   the	
�   human	
�   subject	
�   is	
�   absolutely	
�   essential.	
�   	
�   

	
�    2.	
�   	
�   The	
�   experiment	
�   should	
�   be	
�   such	
�   as	
�   to	
�   yield	
�   fruitful	
�   results	
�   for	
�   the	
�   good	
�   of	
�   society.	
�   	
�   

	
�    3.	
�   	
�   The	
�   experiment	
�   should	
�   be	
�   so	
�   designed	
�   and	
�   based	
�   on	
�   the	
�   results	
�   of	
�   animal	
�   experimentation	
�   
and	
�   a	
�   knowledge	
�   of	
�   the	
�   natural	
�   history	
�   of	
�   the	
�   disease.	
�   

	
�    4.	
�   	
�   The	
�   experiment	
�   should	
�   be	
�   so	
�   conducted	
�   as	
�   to	
�   avoid	
�   all	
�   unnecessary	
�   physical	
�   and	
�   mental	
�   
suffering	
�   and	
�   injury.

	
�    5.	
�    No	
�   experiment	
�   should	
�   be	
�   conducted	
�   where	
�   there	
�   is	
�   an	
�   a	
�   priori	
�   reason	
�   to	
�   believe	
�   that	
�   death	
�   or	
�   
disabling	
�   injury	
�   will	
�   occur.

	
�    6.	
�   	
�   The	
�   degree	
�   of	
�   risk	
�   to	
�   be	
�   taken	
�   should	
�   never	
�   exceed	
�   that	
�   determined	
�   by	
�   the	
�   humanitarian	
�   
importance	
�   of	
�   the	
�   problem	
�   to	
�   be	
�   solved	
�   by	
�   the	
�   experiment.

	
�    7.	
�    Proper	
�   preparations	
�   should	
�   be	
�   made	
�   and	
�   adequate	
�   facilities	
�   provided	
�   to	
�   protect	
�   the	
�   
experimental	
�   subject	
�   against	
�   even	
�   remote	
�   possibilities	
�   of	
�   injury,	
�   disability,	
�   or	
�   death.	
�   

	
�    8.	
�   	
�   The	
�   experiment	
�   should	
�   be	
�   conducted	
�   only	
�   by	
�   scientifically	
�   qualified	
�   persons.	
�   

	
�    9.	
�   	
�   During	
�   the	
�   course	
�   of	
�   the	
�   experiment	
�   the	
�   human	
�   subject	
�   should	
�   be	
�   at	
�   liberty	
�   to	
�   bring	
�   the	
�   
experiment	
�   to	
�   an	
�   end.

	
�   10.	
�    During	
�   the	
�   course	
�   of	
�   the	
�   experiment	
�   the	
�   scientist	
�   in	
�   charge	
�   must	
�   be	
�   prepared	
�   to	
�   terminate	
�   
the	
�   experiment	
�   at	
�   any	
�   stage,	
�   if	
�   he	
�   has	
�   probable	
�   cause	
�   to	
�   believe,	
�   in	
�   the	
�   exercise	
�   of	
�   the	
�   
good	
�   faith,	
�   superior	
�   skill	
�   and	
�   careful	
�   judgment	
�   required	
�   of	
�   him	
�   that	
�   a	
�   continuation	
�   of	
�   the	
�   
experiment	
�   is	
�   likely	
�   to	
�   result	
�   in	
�   injury,	
�   disability,	
�   or	
�   death	
�   to	
�   the	
�   experimental	
�   subject.	
�   

http://www.hhs.gov/ohrp/references/nurcode.htm
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 Subpart B – Additional Protections for Pregnant Women, 
Human Fetuses and Neonates Involved in Research.

 Subpart C – Additional Protections Pertaining to  
Biomedical and Behavioral Research Involving Prisoners 
as Subjects.

 Subpart D – Additional Protections for Children Involved as 
Subjects in Research.
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3b. Definitions

 

Research.

 is conducted with the intention of drawing conclusions  
that have some general applicability and

 uses a commonly accepted scientific method.

Human subjects.

 interacts or intervenes directly with them, or

 collects identifiable private information.

Chapter	
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Exempt research.

 

 research conducted in established or commonly  
accepted educational settings;

 research involving the use of educational tests;

 

45 CFR 46. 102 
Protection of Human Subjects – Definitions

(d)	
�   Research	
�   means	
�   a	
�   systematic	
�   investigation,	
�   including	
�   research	
�   development,	
�   testing	
�   and	
�   
evaluation,	
�   designed	
�   to	
�   develop	
�   or	
�   contribute	
�   to	
�   generalizable	
�   knowledge.	
�   Activities	
�   which	
�   
meet	
�   this	
�   definition	
�   constitute	
�   research	
�   for	
�   purposes	
�   of	
�   this	
�   policy,	
�   whether	
�   or	
�   not	
�   they	
�   are	
�   
conducted	
�   or	
�   supported	
�   under	
�   a	
�   program	
�   which	
�   is	
�   considered	
�   research	
�   for	
�   other	
�   purposes.	
�   For	
�   
example,	
�   some	
�   demonstration	
�   and	
�   service	
�   programs	
�   may	
�   include	
�   research	
�   activities.

-	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -
(f)	
�   Human	
�   subject	
�   means	
�   a	
�   living	
�   individual	
�   about	
�   whom	
�   an	
�   investigator	
�   (whether	
�   	
�   
professional	
�   or	
�   student)	
�   conducting	
�   research	
�   obtains

(1)	
�    data	
�   through	
�   intervention	
�   or	
�   interaction	
�   with	
�   the	
�   individual,	
�   or

(2)	
�    identifiable	
�   private	
�   information.

Intervention	
�   includes	
�   both	
�   physical	
�   procedures	
�   by	
�   which	
�   data	
�   are	
�   gathered	
�   (for	
�   example,	
�   
venipuncture)	
�   and	
�   manipulations	
�   of	
�   the	
�   subject	
�   or	
�   the	
�   subject’s	
�   environment	
�   that	
�   are	
�   
performed	
�   for	
�   research	
�   purposes.	
�   Interaction	
�   includes	
�   communication	
�   or	
�   interpersonal	
�   contact	
�   
between	
�   investigator	
�   and	
�   subject.	
�   Private	
�   information	
�   includes	
�   information	
�   about	
�   behavior	
�   
that	
�   occurs	
�   in	
�   a	
�   context	
�   in	
�   which	
�   an	
�   individual	
�   can	
�   reasonably	
�   expect	
�   that	
�   no	
�   observation	
�   or	
�   
recording	
�   is	
�   taking	
�   place,	
�   and	
�   information	
�   which	
�   has	
�   been	
�   provided	
�   for	
�   specific	
�   purposes	
�   by	
�   an	
�   
individual	
�   and	
�   which	
�   the	
�   individual	
�   can	
�   reasonably	
�   expect	
�   will	
�   not	
�   be	
�   made	
�   public	
�   (for	
�   example,	
�   
a	
�   medical	
�   record).	
�   Private	
�   information	
�   must	
�   be	
�   individually	
�   identifiable	
�   (i.e.,	
�   the	
�   identity	
�   of	
�   the	
�   
subject	
�   is	
�   or	
�   may	
�   readily	
�   be	
�   ascertained	
�   by	
�   the	
�   investigator	
�   or	
�   associated	
�   with	
�   the	
�   information)	
�   
in	
�   order	
�   for	
�   obtaining	
�   the	
�   information	
�   to	
�   constitute	
�   research	
�   involving	
�   human	
�   subjects.	
�   

http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
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 research involving the collection or study of existing data, 
documents, records, pathological specimens, or diagnostic 
specimens, if unidentifiable or publicly available;

 research and demonstration projects which are conducted by 
or subject to the approval of department or agency heads; or

 taste and food quality evaluation and consumer  
acceptance studies.

3c. IRB membership and deliberations
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 risks to subjects are minimized;

 risks to subjects are reasonable in relation to anticipated 
benefits, if any, to subjects, and the importance of the 
knowledge that may reasonably be expected to result;

 selection of subjects is equitable;

 informed consent will be sought from each prospective 
subject or the subject’s legally authorized representative;

 informed consent will be appropriately documented;

 when appropriate, the research plan makes adequate 
provision for monitoring the data collected to ensure the 
safety of subjects; and

 when appropriate, there are adequate provisions to protect 
the privacy of subjects and to maintain the confidentiality of 
data.

 

 

 respect for persons and their right to make decisions for and 
about themselves without undue influence or coercion from 
someone else (the researcher in most cases);

 beneficence or the obligation to maximize benefits and 
reduce risks to the subject; and
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The Belmont Report (1979)
Ethical Principles and Guidelines for the Protection of Human 
Subjects of Research 

SUMMARY:	
�   On	
�   July	
�   12,	
�   1974,	
�   the	
�   National	
�   Research	
�   Act	
�   (Pub.	
�   L.	
�   93-348)	
�   was	
�   signed	
�   
into	
�   law,	
�   thereby	
�   creating	
�   the	
�   National	
�   Commission	
�   for	
�   the	
�   Protection	
�   of	
�   Human	
�   Subjects	
�   of	
�   
Biomedical	
�   and	
�   Behavioral	
�   Research.	
�   One	
�   of	
�   the	
�   charges	
�   to	
�   the	
�   Commission	
�   was	
�   to	
�   identify	
�   
the	
�   basic	
�   ethical	
�   principles	
�   that	
�   should	
�   underlie	
�   the	
�   conduct	
�   of	
�   biomedical	
�   and	
�   behavioral	
�   
research	
�   involving	
�   human	
�   subjects	
�   and	
�   to	
�   develop	
�   guidelines	
�   which	
�   should	
�   be	
�   followed	
�   to	
�   
assure	
�   that	
�   such	
�   research	
�   is	
�   conducted	
�   in	
�   accordance	
�   with	
�   those	
�   principles.	
�   

http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm

 justice or the obligation to distribute benefits and risks equally 
without prejudice to particular individuals or groups, such as 
the mentally disadvantaged or members of a particular race 
or gender.

3d. Training
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3e. Continuing responsibility

 

 

 enrolling only those subjects that meet IRB approved 
inclusion and exclusion criteria,

 

Federalwide Assurance (FWA)

The	
�   Federal	
�   Policy	
�   (Common	
�   Rule)	
�   for	
�   the	
�   protection	
�   of	
�   human	
�   subjects	
�   at	
�   Section	
�   103(a)	
�   
requires	
�   that	
�   each	
�   institution	
�   “engaged”	
�   in	
�   Federally	
�   supported	
�   human	
�   subject	
�   research	
�   file	
�   
an	
�   “Assurance”	
�   of	
�   protection	
�   for	
�   human	
�   subjects.	
�   The	
�   Assurance	
�   formalizes	
�   the	
�   institution’s	
�   
commitment	
�   to	
�   protect	
�   human	
�   subjects.	
�   The	
�   requirement	
�   to	
�   file	
�   an	
�   Assurance	
�   includes	
�   both	
�   
“awardee”	
�   and	
�   collaborating	
�   “performance	
�   site”	
�   institutions.

Under	
�   the	
�   Federal	
�   Policy	
�   (Common	
�   Rule)	
�   at	
�   Section	
�   102(f)	
�   awardees	
�   and	
�   their	
�   collaborating	
�   
institutions	
�   become	
�   “engaged”	
�   in	
�   human	
�   subject	
�   research	
�   whenever	
�   their	
�   employees	
�   or	
�   agents	
�   
(i)	
�   intervene	
�   or	
�   interact	
�   with	
�   living	
�   individuals	
�   for	
�   research	
�   purposes;	
�   or	
�   (ii)	
�   obtain,	
�   release,	
�   or	
�   
access	
�   individually	
�   identifiable	
�   private	
�   information	
�   for	
�   research	
�   purposes.

In	
�   addition,	
�   awardee	
�   institutions	
�   are	
�   automatically	
�   considered	
�   to	
�   be	
�   “engaged”	
�   in	
�   human	
�   subject	
�   
research	
�   whenever	
�   they	
�   receive	
�   a	
�   direct	
�   HHS	
�   award	
�   to	
�   support	
�   such	
�   research,	
�   even	
�   where	
�   all	
�   
activities	
�   involving	
�   human	
�   subjects	
�   are	
�   carried	
�   out	
�   by	
�   a	
�   subcontractor	
�   or	
�   collaborator.	
�   In	
�   such	
�   cases,	
�   
the	
�   awardee	
�   institution	
�   bears	
�   ultimate	
�   responsibility	
�   for	
�   protecting	
�   human	
�   subjects	
�   under	
�   the	
�   
award.	
�   The	
�   awardee	
�   is	
�   also	
�   responsible	
�   for	
�   ensuring	
�   that	
�   all	
�   collaborating	
�   institutions	
�   engaged	
�   in	
�   
the	
�   research	
�   hold	
�   an	
�   OHRP	
�   approved	
�   Assurance	
�   prior	
�   to	
�   their	
�   initiation	
�   of	
�   the	
�   research.

http://www.hhs.gov/ohrp/assurances/assurances_index.html



45

 properly obtaining and documenting informed consent,

 obtaining prior approval for any deviation from the 
approved protocol,

 keeping accurate records, and

 promptly reporting to the IRB any unanticipated problems 
involving risks to subjects or others.

 

3f. Ethical issues

Informed consent.

 

 

 

 

Chapter	
�   3:	
�   The	
�   Protection	
�   of	
�   Human	
�   Subjects
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Right to withdraw.
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Questions for discussion

   1  Why should some research on humans be exempted 
from regulation?

   2 What other criteria could be used to identify necessary  

 members for IRBs?

   3  What should subjects know about proposed research and 
their protection before they enroll as subjects?

   4  What other principles could be used for evaluating the ethics of 

human subjects research besides respect for persons, beneficence, 

and justice?

   
5  Should subjects be allowed to enroll in experiments that  

either promise no direct benefit to them or cannot provide  
them with the opportunity to withdraw completely?

Chapter	
�   3:	
�   The	
�   Protection	
�   of	
�   Human	
�   Subjects
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ORI	
�   Introduction	
�   to	
�  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�   Responsible	
�   Conduct	
�   of	
�   Research

Resources

Policies, Reports, and Policy Statements

Directives for Human Experimentation: Nuremberg Code  

Federal Policy for the Protection of Human Subjects

Guidelines for the Conduct of Research 
Involving Human Subjects at the National Institutes of Health, 

Required Education in the Protection of Human Research  
Participants

The Belmont Report: Ethical 
Principles and Guidelines for the Protection of Human Subjects of 
Research

Declaration of Helsinki: Ethical  
Principles for Medical Research Involving Human Subjects  

 

General Information Web Sites

Information Sheet: Guidance for 
Institutional Review Boards and Clinical Investigators

Standards for Clinical Research within 
the NIH Intramural Research Program

Bioethics Resources on the Web

OHSR Infosheets/Forms

Home Page

Home Page  
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Additional Reading

Manual for Research Ethics Committees

Responsible Research: A Systems Approach 
to Protecting Research Participants

Principles and Practice of Clinical Research

Not Just Another GCP Handbook: A Practical Guide to 
FDA/DHHS Requirements

Textbook of Research Ethics: Theory and Practice

 
Protecting Human Research Subjects: 

Institutional Review Board Guidebook

Ethics of the Use of Human 
Subjects in Research: Practical Guide

Chapter	
�   3:	
�   The	
�   Protection	
�   of	
�   Human	
�   Subjects



How	
�   do	
�   researchers	
�   decide	
�   which	
�   animals	
�   are	
�   used	
�   in	
�   research?
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4. The Welfare of Laboratory Animals

A
 

 

Case Study

After	
�   many	
�   years	
�   using	
�   fish	
�   and	
�   frogs	
�   to	
�   study	
�   brain	
�   function,	
�   Dr.	
�   Ruth	
�   Q.	
�   encountered	
�   some	
�   
problems	
�   that	
�   can	
�   be	
�   explored	
�   only	
�   using	
�   new	
�   animal	
�   models.	
�   For	
�   the	
�   near	
�   future,	
�   she	
�   plans	
�   to	
�   

turn	
�   to	
�   mice	
�   or	
�   rats,	
�   but	
�   eventually	
�   may	
�   have	
�   to	
�   do	
�   some	
�   research	
�   using	
�   cats	
�   or	
�   dogs.	
�   To	
�   help	
�   prepare	
�   
the	
�   way	
�   for	
�   this	
�   new	
�   research,	
�   she	
�   decides	
�   to	
�   put	
�   a	
�   note	
�   about	
�   her	
�   plans	
�   in	
�   the	
�   progress	
�   report	
�   for	
�   
her	
�   current	
�   research	
�   grant,	
�   which	
�   runs	
�   out	
�   next	
�   year.

The	
�   day	
�   after	
�   she	
�   gave	
�   a	
�   draft	
�   of	
�   the	
�   progress	
�   report	
�   to	
�   her	
�   long-time	
�   research	
�   assistant,	
�   he	
�   came	
�   
to	
�   her	
�   with	
�   a	
�   troubled	
�   look	
�   on	
�   his	
�   face.	
�   Although	
�   he	
�   never	
�   told	
�   her,	
�   the	
�   main	
�   reason	
�   he	
�   applied	
�   for	
�   
the	
�   job	
�   in	
�   her	
�   laboratory	
�   many	
�   years	
�   ago	
�   was	
�   the	
�   fact	
�   that	
�   she	
�   did	
�   not	
�   use	
�   warm-blooded	
�   animals	
�   in	
�   
her	
�   research.	
�   If	
�   she	
�   changed	
�   her	
�   animal	
�   models	
�   as	
�   planned,	
�   he	
�   would	
�   have	
�   to	
�   quit	
�   his	
�   job	
�   and	
�   had	
�   no	
�   
prospects	
�   for	
�   getting	
�   another	
�   position	
�   that	
�   paid	
�   as	
�   well	
�   and	
�   was	
�   as	
�   rewarding.

Does	
�   Dr.	
�   Q.	
�   have	
�   any	
�   obligation	
�   to	
�   consider	
�   her	
�   research	
�   assistant's	
�   views	
�   before	
�   she	
�   redirects	
�   his	
�   research?

Why	
�   are	
�   objections	
�   raised	
�   to	
�   the	
�   use	
�   of	
�   some	
�   animals	
�   in	
�   research	
�   and	
�   how	
�   can	
�   those	
�   objections	
�   be	
�   answered?

Why	
�   are	
�   there	
�   more	
�   objections	
�   to	
�   using	
�   some	
�   animals	
�   in	
�   research	
�   compared	
�   to	
�   others?

Chapter	
�   4:	
�   The	
�   Welfare	
�   of	
�   Laboratory	
�   Animals
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

 knowing what activities are subject to regulation,

 understanding and following the rules for project approval,

 obtaining appropriate training, and

 accepting continuing responsibility for compliance through 
all stages of a project.

 

 

4a. Rules, policies, and guidelines

 

 

 

Animal Welfare Act as Amended (7 USC, 2131-2156)

Section	
�   1.	
�   

(a)	
�   This	
�   Act	
�   may	
�   be	
�   cited	
�   as	
�   the “Animal Welfare Act.”

(b)	
�   The	
�   Congress	
�   finds	
�   that	
�   animals	
�   and	
�   activities	
�   which	
�   are	
�   regulated	
�   under	
�   this	
�   Act	
�   are	
�   
either	
�   in	
�   interstate	
�   or	
�   foreign	
�   commerce	
�   or	
�   substantially	
�   affect	
�   such	
�   commerce	
�   or	
�   the	
�   
free	
�   flow	
�   thereof,	
�   and	
�   that	
�   regulation	
�   of	
�   animals	
�   and	
�   activities	
�   as	
�   provided	
�   in	
�   this	
�   Act	
�   is	
�   
necessary	
�   to	
�   prevent	
�   and	
�   eliminate	
�   burdens	
�   upon	
�   such	
�   commerce	
�   and	
�   to	
�   effectively	
�   regulate	
�   
such	
�   commerce,	
�   in	
�   order—

(1)	
�    to	
�   insure	
�   that	
�   animals	
�   intended	
�   for	
�   use	
�   in	
�   research	
�   facilities	
�   or	
�   for	
�   exhibition	
�   
purposes	
�   or	
�   for	
�   use	
�   as	
�   pets	
�   are	
�   provided	
�   humane	
�   care	
�   and	
�   treatment;

(2)	
�    to	
�   assure	
�   the	
�   humane	
�   treatment	
�   of	
�   animals	
�   during	
�   transportation	
�   in	
�   commerce;	
�   
and

(3)	
�    to	
�   protect	
�   the	
�   owners	
�   of	
�   animals	
�   from	
�   the	
�   theft	
�   of	
�   their	
�   animals	
�   by	
�   preventing	
�   the	
�   
sale	
�   or	
�   use	
�   of	
�   animals	
�   which	
�   have	
�   been	
�   stolen.

http://www.nal.usda.gov/awic/legislat/awa.htm
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PHS Policy on Humane Care and Use of Laboratory Animals (Amended,	
�   

August	
�   2002)

II.	
�   Applicability

This	
�   Policy	
�   is	
�   applicable	
�   to	
�   all	
�   PHS-conducted	
�   or	
�   supported	
�   activities	
�   involving	
�   animals,	
�   
whether	
�   the	
�   activities	
�   are	
�   performed	
�   at	
�   a	
�   PHS	
�   agency,	
�   an	
�   awardee	
�   institution,	
�   or	
�   any	
�   other	
�   
institution	
�   and	
�   conducted	
�   in	
�   the	
�   United	
�   States,	
�   the	
�   Commonwealth	
�   of	
�   Puerto	
�   Rico,	
�   or	
�   any	
�   
territory	
�   or	
�   possession	
�   of	
�   the	
�   United	
�   States.	
�   

http://grants2.nih.gov/grants/olaw/references/phspol.htm

 

 

Federal regulations.

 the 1966 Animal Welfare Act (revised 1970, 1976, 1985, and 
1990) and

 the 1985 Health Research Extension Act, Sec. 495.

 

 

Chapter	
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�  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Guidelines.

 

 

Guide for Laboratory Animal Facilities and Care 

Guide for the Care and Use of 

Laboratory Animals, Guide

 Institutional Policies and Responsibilities;

 Animal Environment, Housing, and Management;

 

Guide for the Care and Use of Laboratory Animals (1996)

The	
�   Guide	
�   for	
�   the	
�   Care	
�   and	
�   Use	
�   of	
�   Laboratory	
�   Animals	
�   (the	
�   Guide)	
�   was	
�   first	
�   published	
�   in	
�   
1963	
�   under	
�   the	
�   title	
�   Guide	
�   for	
�   Laboratory	
�   Animal	
�   Facilities	
�   and	
�   Care	
�   and	
�   was	
�   revised	
�   in	
�   1965,	
�   
1968,	
�   1972,	
�   1978,	
�   and	
�   1985.	
�   More	
�   than	
�   400,000	
�   copies	
�   have	
�   been	
�   distributed	
�   since	
�   it	
�   was	
�   
first	
�   published,	
�   and	
�   it	
�   is	
�   widely	
�   accepted	
�   as	
�   a	
�   primary	
�   reference	
�   on	
�   animal	
�   care	
�   and	
�   use.	
�   The	
�   
changes	
�   and	
�   new	
�   material	
�   in	
�   this	
�   seventh	
�   edition	
�   are	
�   in	
�   keeping	
�   with	
�   the	
�   belief	
�   that	
�   the	
�   Guide	
�   
is	
�   subject	
�   to	
�   modification	
�   with	
�   changing	
�   conditions	
�   and	
�   new	
�   information.	
�   

The	
�   purpose	
�   of	
�   the	
�   Guide,	
�   as	
�   expressed	
�   in	
�   the	
�   charge	
�   to	
�   the	
�   Committee	
�   to	
�   Revise	
�   the	
�   Guide	
�   
for	
�   the	
�   Care	
�   and	
�   Use	
�   of	
�   Laboratory	
�   Animals,	
�   is	
�   to	
�   assist	
�   institutions	
�   in	
�   caring	
�   for	
�   and	
�   using	
�   
animals	
�   in	
�   ways	
�   judged	
�   to	
�   be	
�   scientifically,	
�   technically,	
�   and	
�   humanely	
�   appropriate.	
�   The	
�   
Guide	
�   is	
�   also	
�   intended	
�   to	
�   assist	
�   investigators	
�   in	
�   fulfilling	
�   their	
�   obligation	
�   to	
�   plan	
�   and	
�   conduct	
�   
animal	
�   experiments	
�   in	
�   accord	
�   with	
�   the	
�   highest	
�   scientific,	
�   humane,	
�   and	
�   ethical	
�   principles.	
�   
The	
�   recommendations	
�   are	
�   based	
�   on	
�   published	
�   data,	
�   scientific	
�   principles,	
�   expert	
�   opinion,	
�   and	
�   
experience	
�   with	
�   methods	
�   and	
�   practices	
�   that	
�   have	
�   proved	
�   to	
�   be	
�   consistent	
�   with	
�   high-quality,	
�   
humane	
�   animal	
�   care	
�   and	
�   use.

http://www.nap.edu/readingroom/books/labrats/preface.html
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 Veterinary Medical Care; and

 Physical Plant.

Guide

 

Guide

4b. Definitions

 The PHS Policy, which applies to all PHS-funded activities  
involving animals, defines “animals” as “any live, vertebrate 
animals used or intended for use in research, research 
training, experimentation, or biological testing or for  
related purposes.”

 The Federal Code that implements the Animal Welfare Act 
(Title 9) covers warm-blooded animals but excludes “[b]irds, 
rats of the genus Rattus and mice of the genus Mus bred for 
use in research, and horses not used for research purposes 
and other farm animals….”

Chapter	
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4c. Institutional organization

 

 

 

 

IACUCs.

Guide

 

 

 reviewing and approving all animal use research proposals,

 reviewing the institution’s animal care program,

 inspecting (at least twice a year) the institution’s animal 
facilities,

 receiving and reviewing concerns raised about the care  
and use of animals, and

 submitting reports to the Institutional Official.
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Animal care and use units.

 

 

 

4d. Federal and voluntary oversight

OLAW.

 comply with applicable rules and policies for animal care and 
use,

 provide a description of the institution’s program for animal 
care and use,

 maintain an appropriate IACUC, and

 appoint a responsible IO for compliance.
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Association for Assessment and Accreditation of Laboratory Animal 
Care (AAALAC) International

AAALAC	
�   International	
�   is	
�   a	
�   private,	
�   nonprofit	
�   organization	
�   that	
�   promotes	
�   the	
�   humane	
�   treat-
ment	
�   of	
�   animals	
�   in	
�   science	
�   through	
�   voluntary	
�   accreditation	
�   and	
�   assessment	
�   programs.	
�   ...

More	
�   than	
�   700	
�   companies,	
�   universities,	
�   hospitals,	
�   government	
�   agencies	
�   and	
�   other	
�   research	
�   
institutions	
�   in	
�   29	
�   countries	
�   have	
�   earned	
�   AAALAC	
�   accreditation,	
�   demonstrating	
�   their	
�   
commitment	
�   to	
�   responsible	
�   animal	
�   care	
�   and	
�   use.	
�   These	
�   institutions	
�   volunteer	
�   to	
�   participate	
�   
in	
�   AAALAC’s	
�   program,	
�   in	
�   addition	
�   to	
�   complying	
�   with	
�   the	
�   local,	
�   state	
�   and	
�   federal	
�   laws	
�   that	
�   
regulate	
�   animal	
�   research.

http://www.aaalac.org/about/index.cfm

Guide

USDA.  

 

Accreditation programs.
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Guide  

 

 

4e. Principles for the responsible use of animals in research

 

 

Principles for the 

Utilization and Care of Vertebrate Animals used in Testing, 

Research, and Training
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 Replacement—using non-animal models such as  
microorganisms or cell culture techniques, computer 
simulations, or species lower on the phylogenetic scale.

 Reduction—using methods aimed at reducing the numbers 
of animals such as minimization of variability, appropriate 
selection of animal model, minimization of animal loss,  
and careful experimental design.

 Refinement—the elimination or reduction of unnecessary 
pain and distress.

 

US Government Principles for the Utilization and Care of Vertebrate 
Animals Used in Testing, Research, and Training 

[Researchers	
�   should:]

	
�    1.	
�    follow	
�   the	
�   rules	
�   and	
�   regulations	
�   for	
�   the	
�   transportation,	
�   care,	
�   and	
�   use	
�   of	
�   animals;

	
�    2.	
�    design	
�   and	
�   perform	
�   research	
�   with	
�   consideration	
�   of	
�   relevance	
�   to	
�   human	
�   or	
�   animal	
�   health,	
�   
the	
�   advancement	
�   of	
�   knowledge,	
�   or	
�   the	
�   good	
�   of	
�   society;

	
�    3.	
�    use	
�   appropriate	
�   species,	
�   quality,	
�   and	
�   the	
�   minimum	
�   number	
�   of	
�   animals	
�   to	
�   obtain	
�   valid	
�   
results,	
�   and	
�   consider	
�   non-animal	
�   models;

	
�    4.	
�    avoid	
�   or	
�   minimize	
�   pain,	
�   discomfort,	
�   and	
�   distress	
�   when	
�   consistent	
�   with	
�   sound	
�   scientific	
�   
practices;

	
�    5.	
�    use	
�   appropriate	
�   sedation,	
�   analgesia,	
�   or	
�   anesthesia;	
�   

	
�    6.	
�    painlessly	
�   kill	
�   animals	
�   that	
�   will	
�   suffer	
�   severe	
�   or	
�   chronic	
�   pain	
�   or	
�   distress	
�   that	
�   cannot	
�   be	
�   
relieved;

	
�    7.	
�    feed	
�   and	
�   house	
�   animals	
�   appropriately	
�   and	
�   provide	
�   veterinary	
�   care	
�   as	
�   indicated;

	
�    8.	
�    assure	
�   that	
�   everyone	
�   who	
�   is	
�   responsible	
�   for	
�   the	
�   care	
�   and	
�   treatment	
�   of	
�   animals	
�   during	
�   
the	
�   research	
�   is	
�   appropriately	
�   qualified	
�   and	
�   trained;	
�   and

	
�    9.	
�    defer	
�   any	
�   exceptions	
�   to	
�   these	
�   principles	
�   to	
�   the	
�   appropriate	
�   IACUC.

http://grants.nih.gov/grants/olaw/references/phspol.htm#USGovPrinciples/
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and 

 

 

U.S. Government 

Principles

4f. Broader responsibilities

 

Pain and suffering.

 

Concern for different species.
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Unnecessary experiments.
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Questions for discussion

   1  Should all animals used in research be treated the same  
or are there reasons to treat some animals differently than 
others?

   
2  Are there some animals that should not be used in  

research? 

   3  What circumstances justify pain and suffering of  
experimental animals?

   4  How should research animals be procured? How should  
they be housed and treated during experiments?

   5  How should members of IACUCs be selected? What 
constituencies should be represented on IACUCs?

Chapter	
�   4:	
�   The	
�   Welfare	
�   of	
�   Laboratory	
�   Animals
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Resources

Policies, Reports, and Policy Statements

Guide for the Care and 
Use of Laboratory Animals

U.S. Government Principles for the 
Utilization and Care of Vertebrate Animals Used in Testing, 
Research, and Training

Public Health Service Policy on Humane Care 
and Use of Laboratory Animals

Animal Welfare Act  

USDA Animal and Plant 
Health Inspection Animal Care Policy Manual

General Information Web Sites

Home Page

Home Page

Home Page
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Additional Reading

Animal Experimentation: The Moral 
Issues

pplied Ethics in Animal 
Research: Philosophy, Regulation, and Laboratory Applications

Responsible Conduct with Animals in Research

Animal Experimentation: A Guide to the Issues

Why Animal Experimentation Matters: The Use 
of Animals in Medical Research

Research and Animal Protection

The Principles of Humane Animal  
Experimental Technique

Animal 
Welfare and Ethics: Resources for Youth and College Agricultural 
Educators AWIC resource series; no. 
6
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5. Conflicts of Interest

R

 advances knowledge,

 leads to discoveries that will benefit individuals and society,

 furthers professional advancement, and/or

 results in personal gain and satisfaction.

interests

Case Study

Early	
�   in	
�   his	
�   undergraduate	
�   education,	
�   Dr.	
�   Sam	
�   M.	
�   decided	
�   to	
�   dedicate	
�   his	
�   studies	
�   to	
�   finding	
�   a	
�   cure	
�   
for	
�   a	
�   psychological	
�   disorder	
�   that	
�   seemed	
�   to	
�   run	
�   in	
�   his	
�   family.	
�   As	
�   a	
�   biology	
�   major,	
�   he	
�   pursued	
�   

independent	
�   research	
�   projects	
�   and	
�   worked	
�   long	
�   hours	
�   as	
�   a	
�   lab	
�   assistant.	
�   He	
�   then	
�   enrolled	
�   in	
�   a	
�   PhD	
�   
program	
�   in	
�   psychopharmacology	
�   and	
�   is	
�   now	
�   completing	
�   a	
�   3-year	
�   postdoc	
�   in	
�   the	
�   neurosciences.

During	
�   his	
�   postdoc	
�   he	
�   worked	
�   on	
�   a	
�   promising	
�   compound	
�   he	
�   first	
�   discovered	
�   during	
�   his	
�   graduate	
�   years.	
�   
His	
�   work	
�   has	
�   gone	
�   well	
�   and	
�   he	
�   feels	
�   the	
�   time	
�   is	
�   right	
�   to	
�   explore	
�   clinical	
�   applications.	
�   After	
�   more	
�   than	
�   a	
�   
decade	
�   of	
�   living	
�   on	
�   student	
�   and	
�   postdoc	
�   wages,	
�   he	
�   is	
�   also	
�   ready	
�   for	
�   a	
�   better	
�   paying	
�   job.

As	
�   Sam	
�   weighs	
�   the	
�   options	
�   of	
�   an	
�   academic	
�   versus	
�   an	
�   industry	
�   job,	
�   he	
�   begins	
�   to	
�   wonder	
�   about	
�   who	
�   
owns	
�   or	
�   will	
�   own	
�   the	
�   useful	
�   applications	
�   of	
�   his	
�   work,	
�   if	
�   and	
�   when	
�   there	
�   are	
�   any.	
�   Will	
�   it	
�   be	
�   owned	
�   by:

his	
�   graduate	
�   institution,	
�   where	
�   he	
�   first	
�   worked	
�   on	
�   the	
�   promising	
�   compound?

his	
�   postdoc	
�   institution,	
�   where	
�   he	
�   refined	
�   his	
�   ideas?

his	
�   future	
�   academic	
�   or	
�   industry	
�   employer?

himself,	
�   based	
�   on	
�   his	
�   hard	
�   work	
�   and	
�   innovative	
�   ideas?

society,	
�   which	
�   funded	
�   parts	
�   of	
�   his	
�   education	
�   and	
�   most	
�   of	
�   his	
�   research?

Who	
�   has	
�   a	
�   legitimate	
�   interest	
�   in	
�   Sam’s	
�   work	
�   and	
�   when	
�   do	
�   his	
�   own	
�   personal	
�   financial
interests	
�   create	
�   a	
�   conflict	
�   of	
�   interest?

Chapter	
�   5:	
�   Conflicts	
�   of	
�   Interest



68

ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

 financial gain,

 work commitments, and

 intellectual and personal matters,

5a. Financial conflicts
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of interest

 

 

 Bayh-Dole Act (Public Law: 96-517) 
Policy and Objective 
35	
�   USC	
�   Part	
�   II,	
�   Chapter	
�   18,	
�   Section	
�   200

It	
�   is	
�   the	
�   policy	
�   and	
�   objective	
�   of	
�   the	
�   Congress	
�   to	
�   use	
�   the	
�   patent	
�   system	
�   to	
�   promote	
�   the	
�   utilization	
�   
of	
�   inventions	
�   arising	
�   from	
�   federally	
�   supported	
�   research	
�   and	
�   development	
�   efforts;	
�   to	
�   promote	
�   
collaboration	
�   between	
�   commercial	
�   concerns	
�   and	
�   nonprofit	
�   organizations,	
�   including	
�   universities;	
�   
to	
�   ensure	
�   that	
�   inventions	
�   made	
�   by	
�   nonprofit	
�   organizations	
�   and	
�   small	
�   business	
�   firms	
�   are	
�   used	
�   in	
�   a	
�   
manner	
�   to	
�   promote	
�   free	
�   competition	
�   and	
�   enterprise	
�   without	
�   unduly	
�   encumbering	
�   future	
�   research	
�   
and	
�   discovery;	
�   to	
�   promote	
�   the	
�   commercialization	
�   and	
�   public	
�   availability	
�   of	
�   inventions	
�   made	
�   in	
�   the	
�   
United	
�   States	
�   by	
�   United	
�   States	
�   industry	
�   and	
�   labor;	
�   to	
�   ensure	
�   that	
�   the	
�   Government	
�   obtains	
�   sufficient	
�   
rights	
�   in	
�   federally	
�   supported	
�   inventions	
�   to	
�   meet	
�   the	
�   needs	
�   of	
�   the	
�   Government	
�   and	
�   protect	
�   the	
�   
public	
�   against	
�   nonuse	
�   or	
�   unreasonable	
�   use	
�   of	
�   inventions;	
�   and	
�   to	
�   minimize	
�   the	
�   costs	
�   of	
�   administering	
�   
policies	
�   in	
�   this	
�   area.

http://www.law.cornell.edu/uscode/html/uscode35/usc_sup_01_35_10_II_20_18.html
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Federal policies.

 reporting significant conflicts before any research is 
undertaken;

 managing, reducing, or eliminating significant financial 
conflicts of interest; and

 providing subsequent information on how the conflicts were 
handled.

 additional earnings in excess of $10,000 a year, or

 equity interests in excess of 5 percent in an entity that stands 
to benefit from the research.
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State and local policies.  

 

Department of Health and Human Services
Conflict of Interest Definitions
45	
�   CFR	
�   94.3

Significant	
�   Financial	
�   Interest	
�   means	
�   anything	
�   of	
�   monetary	
�   value,	
�   including	
�   but	
�   not	
�   limited	
�   
to,	
�   salary	
�   or	
�   other	
�   payments	
�   for	
�   services	
�   (e.g.,	
�   consulting	
�   fees	
�   or	
�   honoraria);	
�   equity	
�   interests	
�   
(e.g.,	
�   stocks,	
�   stock	
�   options	
�   or	
�   other	
�   ownership	
�   interests);	
�   and	
�   intellectual	
�   property	
�   rights	
�   (e.g.,	
�   
patents,	
�   copyrights	
�   and	
�   royalties	
�   from	
�   such	
�   rights).	
�   The	
�   term	
�   does	
�   not	
�   include:

(1)	
�    Salary,	
�   royalties,	
�   or	
�   other	
�   remuneration	
�   from	
�   the	
�   applicant	
�   institution;

(2)	
�    Any	
�   ownership	
�   interests	
�   in	
�   the	
�   institution,	
�   if	
�   the	
�   institution	
�   is	
�   an	
�   applicant	
�   under	
�   the	
�   
SBIR	
�   program;

(3)	
�    Income	
�   from	
�   seminars,	
�   lectures,	
�   or	
�   teaching	
�   engagements	
�   sponsored	
�   by	
�   public	
�   or	
�   
nonprofit	
�   entities;

(4)	
�    Income	
�   from	
�   service	
�   on	
�   advisory	
�   committees	
�   or	
�   review	
�   panels	
�   for	
�   public	
�   or	
�   nonprofit	
�   entities;

(5)	
�    An	
�   equity	
�   interest	
�   that	
�   when	
�   aggregated	
�   for	
�   the	
�   Investigator	
�   and	
�   the	
�   Investigator’s	
�   
spouse	
�   and	
�   dependent	
�   children,	
�   meets	
�   both	
�   of	
�   the	
�   following	
�   tests:	
�   Does	
�   not	
�   exceed	
�   
$10,000	
�   in	
�   value	
�   as	
�   determined	
�   through	
�   reference	
�   to	
�   public	
�   prices	
�   or	
�   other	
�   reasonable	
�   
measures	
�   of	
�   fair	
�   market	
�   value,	
�   and	
�   does	
�   not	
�   represent	
�   more	
�   than	
�   a	
�   five	
�   percent	
�   owner-
ship	
�   	
�   interest	
�   in	
�   any	
�   single	
�   entity;	
�   or

(6)	
�    Salary,	
�   royalties	
�   or	
�   other	
�   payments	
�   that	
�   when	
�   aggregated	
�   for	
�   the	
�   investigator	
�   and	
�   the	
�   
investigator’s	
�   spouse	
�   and	
�   dependent	
�   children	
�   over	
�   the	
�   next	
�   twelve	
�   months,	
�   are	
�   not	
�   
reasonably	
�   expected	
�   to	
�   exceed	
�   $10,000.	
�   	
�   

http://a257.g.akamaitech.net/7/257/2422/14mar20010800/edocket.access.gpo.gov/cfr_2002/octqtr/45cfr94.3.htm
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New England Journal of Medicine
Conflict of Interest Policy 
June	
�   13,	
�   2002

[B]eginning	
�   with	
�   this	
�   issue	
�   of	
�   the	
�   Journal,	
�   we	
�   have	
�   modified	
�   the	
�   statement	
�   in	
�   Information	
�   for	
�   
Authors	
�   to	
�   read	
�   as	
�   follows:	
�   

Because	
�   the	
�   essence	
�   of	
�   reviews	
�   and	
�   editorials	
�   is	
�   selection	
�   and	
�   interpretation	
�   of	
�   
the	
�   literature,	
�   the	
�   Journal	
�   expects	
�   that	
�   authors	
�   of	
�   such	
�   articles	
�   will	
�   not	
�   have	
�   any	
�   
significant	
�   financial	
�   interest	
�   in	
�   a	
�   company	
�   (or	
�   its	
�   competitor)	
�   that	
�   makes	
�   a	
�   product	
�   
discussed	
�   in	
�   the	
�   article.

The	
�   addition	
�   of	
�   the	
�   word	
�   “significant”	
�   acknowledges	
�   that	
�   not	
�   all	
�   financial	
�   associations	
�   are	
�   
the	
�   same.	
�   Some,	
�   such	
�   as	
�   the	
�   receipt	
�   of	
�   honorariums	
�   for	
�   occasional	
�   educational	
�   lectures	
�   
sponsored	
�   by	
�   biomedical	
�   companies,	
�   may	
�   be	
�   appropriately	
�   viewed	
�   as	
�   minor	
�   and	
�   unlikely	
�   
to	
�   influence	
�   an	
�   author’s	
�   judgment.	
�   Others,	
�   such	
�   as	
�   ownership	
�   of	
�   substantial	
�   equity	
�   in	
�   a	
�   
company,	
�   are	
�   of	
�   greater	
�   concern.	
�   It	
�   is	
�   our	
�   intent	
�   to	
�   focus	
�   on	
�   the	
�   financial	
�   relationships	
�   that,	
�   
in	
�   our	
�   judgment,	
�   could	
�   produce	
�   bias,	
�   or	
�   the	
�   perception	
�   of	
�   bias,	
�   in	
�   an	
�   article.

http://content.nejm.org/cgi/content/full/346/24/1901

 

AAMC Task Force Recommendations
Financial Conflicts of Interest in Clinical Research
(December	
�   2001)

B.	
�    In	
�   the	
�   event	
�   of	
�   compelling	
�   circumstances,	
�   an	
�   individual	
�   holding	
�   significant	
�   financial	
�   
interests	
�   in	
�   human	
�   subjects	
�   research	
�   may	
�   be	
�   permitted	
�   to	
�   conduct	
�   the	
�   research.	
�   Whether	
�   
the	
�   circumstances	
�   are	
�   deemed	
�   compelling	
�   will	
�   depend	
�   in	
�   each	
�   case	
�   upon	
�   the	
�   nature	
�   of	
�   the	
�   
science,	
�   the	
�   nature	
�   of	
�   the	
�   interest,	
�   how	
�   closely	
�   the	
�   interest	
�   is	
�   related	
�   to	
�   the	
�   research,	
�   and	
�   
the	
�   degree	
�   to	
�   which	
�   the	
�   interest	
�   may	
�   be	
�   affected	
�   by	
�   the	
�   research….

C.	
�    Institutional	
�   policies	
�   should	
�   require	
�   full	
�   prior	
�   reporting	
�   of	
�   each	
�   covered	
�   individual’s	
�   
significant	
�   financial	
�   interests	
�   that	
�   would	
�   reasonably	
�   appear	
�   to	
�   be	
�   affected	
�   by	
�   the	
�   
individual’s	
�   research,	
�   updated	
�   reporting	
�   of	
�   any	
�   relevant	
�   change	
�   in	
�   financial	
�   circumstances,	
�   
and	
�   review	
�   of	
�   any	
�   significant	
�   financial	
�   interests	
�   in	
�   a	
�   research	
�   project	
�   by	
�   the	
�   institution’s	
�   
COI	
�   committee	
�   prior	
�   to	
�   final	
�   IRB	
�   approval	
�   of	
�   the	
�   research.	
�   COI	
�   committee	
�   findings	
�   and	
�   
determinations	
�   should	
�   inform	
�   the	
�   IRB’s	
�   review	
�   of	
�   any	
�   research	
�   protocol	
�   or	
�   proposal,	
�   
although	
�   the	
�   IRB	
�   may	
�   require	
�   additional	
�   safeguards	
�   or	
�   demand	
�   reduction	
�   or	
�   elimination	
�   of	
�   
the	
�   financial	
�   interest….

http://www.aamc.org/research/coi/firstreport.pdf
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5b. Conflicts of commitment

 working on one or more funded projects;

 preparing to submit a request for a new project;

 teaching and advising students;

 attending professional meetings and giving lectures;

 serving as a peer reviewer;

 sitting on advisory boards; or

 working as a paid consultant, officer, or employee in a private 
company.

 

 

Allocation of time.

 

Circular A-21
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 honor time commitments they have made, such as devoting a 
specified percentage of time to a grant or contract;

 refrain from charging two sources of funding for the same 
time; and

 seek advice if they are unsure whether a particular 
commitment of time is allowed under an institution’s or the 
Federal Government’s policies.

Relationships with students.

Use of resources.
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Stanford University
Conflict of Commitment Policy

1.	
�    Outside	
�   consulting	
�   privileges	
�   are	
�   not	
�   normally	
�   available	
�   to	
�   Academic	
�   Staff.	
�   They	
�   may	
�   
consult	
�   only	
�   with	
�   permission,	
�   as	
�   noted	
�   below.	
�   Under	
�   no	
�   circumstances	
�   may	
�   any	
�   Academic	
�   
Staff	
�   member’s	
�   outside	
�   consulting	
�   work	
�   exceed	
�   the	
�   limits	
�   imposed	
�   by	
�   the	
�   faculty	
�   consulting	
�   
policy,	
�   i.e.,	
�   13	
�   days	
�   per	
�   calendar	
�   quarter	
�   (that	
�   is,	
�   one	
�   day	
�   in	
�   seven)	
�   on	
�   a	
�   full-time	
�   
equivalent	
�   basis….	
�   Academic	
�   Staff	
�   may	
�   not	
�   use	
�   University	
�   resources,	
�   including	
�   facilities,	
�   
personnel,	
�   equipment,	
�   or	
�   confidential	
�   information,	
�   except	
�   in	
�   a	
�   purely	
�   incidental	
�   way,	
�   as	
�   
part	
�   of	
�   any	
�   outside	
�   consulting	
�   activities	
�   nor	
�   for	
�   any	
�   other	
�   purposes	
�   that	
�   are	
�   unrelated	
�   to	
�   
the	
�   mission	
�   of	
�   the	
�   University.

2.	
�    Academic	
�   Staff	
�   must	
�   maintain	
�   a	
�   significant	
�   presence	
�   on	
�   campus	
�   (main	
�   or	
�   overseas)	
�   
throughout	
�   each	
�   quarter	
�   in	
�   which	
�   they	
�   are	
�   employed	
�   by	
�   Stanford,	
�   consistent	
�   with	
�   the	
�   
scope	
�   of	
�   their	
�   appointment.

3.	
�    Academic	
�   Staff	
�   must	
�   not	
�   allow	
�   other	
�   professional	
�   activities	
�   to	
�   detract	
�   from	
�   their	
�   primary	
�   
allegiance	
�   to	
�   Stanford.	
�   For	
�   example,	
�   Academic	
�   Staff	
�   employed	
�   on	
�   a	
�   full-time	
�   basis	
�   must	
�   
not	
�   have	
�   significant	
�   outside	
�   managerial	
�   responsibilities	
�   nor	
�   act	
�   as	
�   a	
�   principal	
�   investigator	
�   
on	
�   sponsored	
�   projects	
�   that	
�   could	
�   be	
�   conducted	
�   at	
�   Stanford	
�   University	
�   but	
�   instead	
�   are	
�   
submitted	
�   and	
�   managed	
�   through	
�   another	
�   institution.

http://www.stanford.edu/dept/DoR/rph/4-4.html

Chapter	
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Representing outside entities.  

 

 how others will view your commitments and

 the judgment of someone who has no stake in the outcome.

 

5c. Personal and intellectual conflicts

interest
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Federal Advisory Committee Act
Public Disclosure Requirements Applicable to the 
National Academy of Sciences
January	
�   5,	
�   1997

The	
�   Academy	
�   shall	
�   determine	
�   and	
�   provide	
�   public	
�   notice	
�   of	
�   the	
�   names	
�   and	
�   brief	
�   biographies	
�   of	
�   
individuals	
�   that	
�   the	
�   Academy	
�   appoints	
�   or	
�   intends	
�   to	
�   appoint	
�   to	
�   serve	
�   on	
�   the	
�   committee.	
�   The	
�   
Academy	
�   shall	
�   determine	
�   and	
�   provide	
�   a	
�   reasonable	
�   opportunity	
�   for	
�   the	
�   public	
�   to	
�   comment	
�   on	
�   
such	
�   appointments	
�   before	
�   they	
�   are	
�   made	
�   or,	
�   if	
�   the	
�   Academy	
�   determines	
�   such	
�   prior	
�   comment	
�   
is	
�   not	
�   practicable,	
�   in	
�   the	
�   period	
�   immediately	
�   following	
�   the	
�   appointments.	
�   The	
�   Academy	
�   shall	
�   
make	
�   its	
�   best	
�   efforts	
�   to	
�   ensure	
�   that	
�   (A)	
�   no	
�   individual	
�   appointed	
�   to	
�   serve	
�   on	
�   the	
�   committee	
�   has	
�   
a	
�   conflict	
�   of	
�   interest	
�   that	
�   is	
�   relevant	
�   to	
�   the	
�   functions	
�   to	
�   be	
�   performed,	
�   unless	
�   such	
�   conflict	
�   is	
�   
promptly	
�   and	
�   publicly	
�   disclosed	
�   and	
�   the	
�   Academy	
�   determines	
�   that	
�   the	
�   conflict	
�   is	
�   unavoidable,	
�   (B)	
�   	
�   
the	
�   committee	
�   membership	
�   is	
�   fairly	
�   balanced	
�   as	
�   determined	
�   by	
�   the	
�   Academy	
�   to	
�   be	
�   appropriate	
�   
for	
�   the	
�   functions	
�   to	
�   be	
�   performed,	
�   and	
�   (C)	
�   the	
�   final	
�   report	
�   of	
�   the	
�   Academy	
�   will	
�   be	
�   the	
�   result	
�   
of	
�   the	
�   Academy’s	
�   independent	
�   judgment.	
�   The	
�   Academy	
�   shall	
�   require	
�   that	
�   individuals	
�   that	
�   the	
�   
Academy	
�   appoints	
�   or	
�   intends	
�   to	
�   appoint	
�   to	
�   serve	
�   on	
�   the	
�   committee	
�   inform	
�   the	
�   Academy	
�   of	
�   the	
�   
individual’s	
�   conflicts	
�   of	
�   interest	
�   that	
�   are	
�   relevant	
�   to	
�   the	
�   functions	
�   to	
�   be	
�   performed.

http://www.nasonline.org/site/PageServer?pagename=ABOUT_FACA
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5d. Reporting and managing significant conflicts

 requiring full disclosure of all interests so that others are 
aware of potential conflicts and can act accordingly;

 monitoring the research or checking research results for 
accuracy and objectivity; or

 removing the person with the conflict from crucial steps in 
the research process, such as the interpretation of data or 
participating in a particular review decision.
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Questions for discussion

   1  Is $10,000 or a 5 percent equity stake an appropriate level  
for raising concerns about possible conflicts of interest or  
should other values be used?

   
2  Should researchers be allowed/encouraged to profit personally 

from their research apart from their normal compensation?

   3  What are appropriate mechanisms for managing financial conflicts 

of interest?

   4  What are appropriate mechanisms for protecting students  
from a mentor’s conflict of commitment?

   5  What are appropriate mechanisms for managing intellectual  
and personal conflicts of interest?

Chapter	
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�  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�   Research

Resources

Policies, Reports, and Policy Statements

Guidelines for Dealing 

Research  

Protecting Subjects, Preserving Trust, Promoting Progress II: 
Principles and Recommendations for Oversight of an Institution’s 
Financial Interests in Human Subjects Research

Protecting Subjects, 
Preserving Trust, Promoting Progress–Policy and Guidelines for 
Oversight of Individual Financial Interests in Human Subjects 
Research

Report on Individual and 

Recognizing and Managing 

Final Guidance 
Document: Financial Relationships and Interests in Research 
Involving Human Subjects: Guidance for Human Subject 
Protection

 
The New England Journal of Medicine

Guidance: Financial Disclosure by 
Clinical Investigators

Study Conduct
 

Federal 
Register  

Federal Register  

Circular A-21
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Federal 
Advisory Committee Act Amendments of 1997

General Information Web Sites

 
Misconduct

Home Page  

 

Additional Reading

Journal of the American Medical 
Association

Perspectives on Scholarly Misconduct in the Sciences

Journal of the American 
Medical Association

Journal of the American Medical Association

Research Objectivity: Issues for Investigators and Institutional 
Review Boards

Accountability in Research

Federal Response to Misconduct in Science, Are 

Subcommittee of the Committee on Government Operations, House 
of Representatives, One Hundredth Congress, second session, 
September 29, 1988

Chapter	
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Chapter 6, Data Management Practices

 

Chapter 7, Mentor and Trainee  Responsibilities,

 

Chapter 8, Collaborative Research,

Part	
�   III:	
�   Conducting	
�   Research



Who	
�   owns	
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Case Study

Dr.	
�   Marion	
�   W.	
�   long	
�   ago	
�   learned	
�   that	
�   good	
�   data	
�   management	
�   practices	
�   are	
�   essential	
�   to	
�   
responsible	
�   research.	
�   She	
�   therefore	
�   carefully	
�   supervises	
�   the	
�   work	
�   of	
�   her	
�   assistants	
�   and	
�   

students,	
�   checking	
�   notebooks,	
�   backing	
�   up	
�   computer	
�   files,	
�   and	
�   from	
�   time	
�   to	
�   time	
�   verifing	
�   results	
�   
for	
�   herself.	
�   

As	
�   she	
�   is	
�   wrapping	
�   up	
�   work	
�   on	
�   one	
�   project	
�   before	
�   starting	
�   another,	
�   the	
�   technology	
�   transfer	
�   
officer	
�   at	
�   her	
�   university	
�   calls.	
�   A	
�   graduate	
�   student	
�   who	
�   previously	
�   worked	
�   in	
�   her	
�   laboratory	
�   has	
�   
moved	
�   to	
�   another	
�   university	
�   and	
�   filed	
�   a	
�   patent	
�   for	
�   work	
�   that	
�   may	
�   have	
�   been	
�   done	
�   in	
�   Dr.	
�   W.’s	
�   
laboratory	
�   on	
�   her	
�   research	
�   funds?	
�   If	
�   this	
�   is	
�   the	
�   case,	
�   the	
�   graduate	
�   student	
�   may	
�   not	
�   be	
�   able	
�   to	
�   
lay	
�   claim	
�   to	
�   the	
�   patent.

What	
�   records	
�   will	
�   Dr.	
�   W.	
�   need	
�   to	
�   prove	
�   that	
�   the	
�   work	
�   was	
�   done	
�   in	
�   her	
�   laboratory?

Who	
�   owns	
�   and	
�   controls	
�   the	
�   data	
�   collected	
�   in	
�   her	
�   laboratory?	
�   

Do	
�   computer	
�   records	
�   pose	
�   any	
�   unique	
�   problems	
�   in	
�   this	
�   case?

6. Data Management Practices

R
 

 ownership,

 collection,

 storage, and

 sharing.

Chapter	
�   6:	
�   Data	
�   Management	
�   Practices
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6a. Data ownership

Funders.  

 Government gives research institutions the right to use data 
collected with public funds as an incentive to put research to 
use for the public good (see the discussion of the  
Bayh-Dole Act, Chapter 5).

 Private companies seek to retain the right to the  
commercial use of data.

 Philanthropic organizations retain or give away ownership 
rights depending on their interests.
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Research institutions.  

 

 

 

University of Pittsburgh
Guidelines on Data Retention and Access

Data	
�   Ownership	
�   and	
�   Access	
�   to	
�   Data

Both	
�   the	
�   principal	
�   investigator	
�   and	
�   the	
�   University	
�   have	
�   responsibilities,	
�   and	
�   hence,	
�   rights	
�   
concerning	
�   access	
�   to,	
�   use	
�   of,	
�   and	
�   maintenance	
�   of	
�   original	
�   research	
�   data.	
�   Research	
�   data	
�   belongs	
�   
to	
�   the	
�   University	
�   of	
�   Pittsburgh,	
�   which	
�   can	
�   be	
�   held	
�   accountable	
�   for	
�   the	
�   integrity	
�   of	
�   the	
�   data	
�   
even	
�   after	
�   the	
�   researchers	
�   have	
�   left	
�   the	
�   University.	
�   Although	
�   the	
�   primary	
�   data	
�   should	
�   remain	
�   in	
�   
the	
�   laboratory	
�   where	
�   it	
�   originated	
�   (and	
�   hence	
�   at	
�   the	
�   University),	
�   	
�   consistent	
�   with	
�   the	
�   precepts	
�   
of	
�   academic	
�   freedom	
�   and	
�   intellectual	
�   integrity,	
�   the	
�   investigator	
�   may	
�   be	
�   allowed	
�   to	
�   retain	
�   
the	
�   research	
�   records	
�   and	
�   materials	
�   created	
�   by	
�   him/her.	
�   In	
�   the	
�   event	
�   that	
�   the	
�   investigator	
�   
leaves	
�   the	
�   University,	
�   an	
�   Agreement	
�   on	
�   Disposition	
�   of	
�   Research	
�   Data	
�   may	
�   be	
�   negotiated	
�   by	
�   
the	
�   investigator	
�   and	
�   the	
�   Department	
�   Chair	
�   or	
�   Dean	
�   to	
�   allow	
�   transfer	
�   of	
�   research	
�   records.	
�   
However,	
�   consistent	
�   with	
�   the	
�   same	
�   precepts,	
�   it	
�   should	
�   be	
�   specified	
�   in	
�   the	
�   agreement	
�   that	
�   the	
�   
University	
�   has	
�   the	
�   right	
�   of	
�   access	
�   to	
�   all	
�   research	
�   records	
�   and	
�   materials	
�   for	
�   a	
�   reasonable	
�   cause	
�   
after	
�   reasonable	
�   prior	
�   notice	
�   regardless	
�   of	
�   the	
�   location	
�   of	
�   the	
�   responsible	
�   investigator....

Some	
�   circumstances	
�   may	
�   warrant	
�   an	
�   exception,	
�   requiring	
�   that	
�   the	
�   primary	
�   data	
�   be	
�   retained	
�   
by	
�   the	
�   University....

Split	
�   of	
�   collaborative	
�   team:	
�   When	
�   a	
�   collaborative	
�   team	
�   is	
�   dissolved,	
�   University	
�   of	
�   Pittsburgh	
�   
policy	
�   states	
�   that	
�   each	
�   member	
�   of	
�   the	
�   team	
�   should	
�   have	
�   continuing	
�   access	
�   to	
�   the	
�   data	
�   
and	
�   materials	
�   with	
�   which	
�   he/she	
�   had	
�   been	
�   working,	
�   unless	
�   some	
�   other	
�   agreement	
�   was	
�   
established	
�   at	
�   the	
�   outset.	
�   The	
�   unique	
�   materials	
�   prepared	
�   in	
�   the	
�   course	
�   of	
�   the	
�   research	
�   should	
�   
be	
�   available/accessible	
�   under	
�   negotiated	
�   terms	
�   of	
�   a	
�   transfer	
�   agreement.

http://www.pitt.edu/~provost/retention.html

Chapter	
�   6:	
�   Data	
�   Management	
�   Practices
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Data sources.

 Who owns the data I am collecting?

 What rights do I have to publish the data?

 Does collecting these data impose any obligations on me?

6b. Data collection
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Appropriate methods.  

Attention to detail.  

 

 

 

Chapter	
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Authorized.

 human and animal subjects in research;

 hazardous materials and biological agents;

 information contained in some libraries, databases, and 
archives;

 information posted on some Web sites;

 published photographs and other published information; and

 other copyrighted or patented processes or materials.

Recording.

 

 

 

 

 

 Hard-copy evidence should be entered into a numbered, 
bound notebook so that there is no question later about the 
date the experiment was run, the order in which the data 
were collected, or the results achieved. Do not use loose-leaf 
notebooks or simply collect pages of evidence in a file. Do not 
change records in a bound notebook without noting the date 
and reasons for the change.
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 Electronic evidence should be validated in some way to 
assure that it was actually recorded on a particular date 
and not changed at some later date. It is easy to change 
dates on computers and thereby alter the date a particular 
file seems to have been created. If you collect your data 
electronically, you must be able to demonstrate that they 
are valid and have not been changed.

 

6c. Data protection

 to confirm research findings,

 to establish priority, or

 to be reanalyzed by other researchers.

 

 

Data storage.

 Lab notebooks should be stored in a safe place.

 Computer files should be backed up and the backup data 
saved in a secure place that is physically removed from the 
original data.

 Samples should be appropriately saved so that they will not 
degrade over time.

 Care should be taken to reduce the risk of fire, flood, and other 
catastrophic events.

Chapter	
�   6:	
�   Data	
�   Management	
�   Practices
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Period of retention.

 

reasonable period 

of time.
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6d. Data Sharing

 

Chapter	
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NIH Data Sharing Policy and Implementation Guidance
(Updated:	
�   March	
�   5,	
�   2003)

Goals	
�   of	
�   Sharing	
�   Data

Data	
�   sharing	
�   promotes	
�   many	
�   goals	
�   of	
�   the	
�   NIH	
�   research	
�   endeavor.	
�   It	
�   is	
�   particularly	
�   important	
�   
for	
�   unique	
�   data	
�   that	
�   cannot	
�   be	
�   readily	
�   replicated.	
�   Data	
�   sharing	
�   allows	
�   scientists	
�   to	
�   expedite	
�   
the	
�   translation	
�   of	
�   research	
�   results	
�   into	
�   knowledge,	
�   products,	
�   and	
�   procedures	
�   to	
�   improve	
�   
human	
�   health.

There	
�   are	
�   many	
�   reasons	
�   to	
�   share	
�   data	
�   from	
�   NIH-supported	
�   studies.	
�   Sharing	
�   data	
�   reinforces	
�   
open	
�   scientific	
�   inquiry,	
�   encourages	
�   diversity	
�   of	
�   analysis	
�   and	
�   opinion,	
�   promotes	
�   new	
�   research,	
�   
makes	
�   possible	
�   the	
�   testing	
�   of	
�   new	
�   or	
�   alternative	
�   hypotheses	
�   and	
�   methods	
�   of	
�   analysis,	
�   	
�   
supports	
�   studies	
�   on	
�   data	
�   collection	
�   methods	
�   and	
�   measurement,	
�   facilitates	
�   the	
�   education	
�   of	
�   
new	
�   researchers,	
�   enables	
�   the	
�   exploration	
�   of	
�   topics	
�   not	
�   envisioned	
�   by	
�   the	
�   initial	
�   investigators,	
�   
and	
�   permits	
�   the	
�   creation	
�   of	
�   new	
�   datasets	
�   when	
�   data	
�   from	
�   multiple	
�   sources	
�   are	
�   combined.	
�   

In	
�   NIH’s	
�   view,	
�   all	
�   data	
�   should	
�   be	
�   considered	
�   for	
�   data	
�   sharing.	
�   Data	
�   should	
�   be	
�   made	
�   as	
�   
widely	
�   and	
�   freely	
�   available	
�   as	
�   possible	
�   while	
�   safeguarding	
�   the	
�   privacy	
�   of	
�   	
�   
participants,	
�   and	
�   protecting	
�   confidential	
�   and	
�   proprietary	
�   data.	
�   To	
�   facilitate	
�   data	
�   
sharing,	
�   investigators	
�   submitting	
�   a	
�   research	
�   application	
�   requesting	
�   $500,000	
�   or	
�   more	
�   of	
�   direct	
�   
costs	
�   in	
�   any	
�   single	
�   year	
�   to	
�   NIH	
�   on	
�   or	
�   after	
�   October	
�   1,	
�   2003,	
�   are	
�   expected	
�   to	
�   include	
�   a	
�   plan	
�   for	
�   
sharing	
�   final	
�   research	
�   data	
�   for	
�   research	
�   purposes,	
�   or	
�   state	
�   why	
�   data	
�   sharing	
�   is	
�   not	
�   possible.

http://grants1.nih.gov/grants/policy/data_sharing/data_sharing_guidance.htm
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6e. Future considerations

Complexity.

 

Control.

Chapter	
�   6:	
�   Data	
�   Management	
�  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National security.

 

 

Research Committee, Society for Academic Emergency Medicine
Guidelines for Clinical Investigator Involvement in 
Industry-sponsored Clinical Trials

IV.	
�   	
�   Trial	
�   Data	
�   Management

1.	
�    The	
�   industry	
�   sponsor	
�   and	
�   the	
�   investigators	
�   should	
�   have	
�   a	
�   firm	
�   commitment	
�   to	
�   thorough	
�   
monitoring	
�   of	
�   the	
�   trial	
�   at	
�   every	
�   step.

2.	
�    All	
�   data	
�   collected	
�   in	
�   the	
�   trial	
�   should	
�   be	
�   open	
�   to	
�   scrutiny	
�   by	
�   both	
�   the	
�   investigators	
�   and	
�   the	
�   
industry	
�   sponsor.

3.	
�    Clinical	
�   investigators	
�   should	
�   have	
�   substantial	
�   input	
�   into	
�   the	
�   initial	
�   analytic	
�   plan	
�   and	
�   also	
�   
any	
�   subsequent	
�   amendments	
�   that	
�   occur	
�   during	
�   the	
�   trial	
�   period.

4.	
�    When	
�   possible,	
�   statistical	
�   analysis	
�   of	
�   the	
�   data	
�   should	
�   be	
�   conducted	
�   by	
�   an	
�   entity	
�   
independent	
�   of	
�   the	
�   researchers	
�   and	
�   the	
�   sponsor.	
�   For	
�   trials	
�   using	
�   interim	
�   analysis,	
�   use	
�   
of	
�   an	
�   independent	
�   entity	
�   is	
�   particularly	
�   important.	
�   Decisions	
�   to	
�   prematurely	
�   stop	
�   a	
�   trial	
�   
should	
�   be	
�   based	
�   upon	
�   predetermined	
�   criteria.

5.	
�    Consideration	
�   should	
�   be	
�   given	
�   to	
�   the	
�   use	
�   of	
�   an	
�   unbiased,	
�   blinded	
�   “clinical	
�   evaluation	
�   
committee”	
�   for	
�   trials	
�   that	
�   involve	
�   assessment	
�   of	
�   potentially	
�   subjective	
�   endpoints.

6.	
�    The	
�   industry	
�   sponsors	
�   must	
�   share	
�   the	
�   results	
�   of	
�   all	
�   data	
�   analyses	
�   with	
�   the	
�   principal	
�   
investigators.	
�   Selective	
�   withholding	
�   or	
�   incomplete	
�   reporting	
�   of	
�   data	
�   analyses	
�   to	
�   the	
�   
principal	
�   investigators	
�   is	
�   unacceptable.

7.	
�    Trial	
�   results	
�   and	
�   data	
�   analysis	
�   should	
�   be	
�   shared	
�   with	
�   the	
�   principal	
�   investigators	
�   as	
�   soon	
�   as	
�   
they	
�   become	
�   available.	
�   Delays	
�   by	
�   the	
�   industry	
�   sponsors	
�   for	
�   marketing	
�   or	
�   related	
�   purposes	
�   
are	
�   unacceptable.	
�   

http://www.saem.org/download/edward.pdf
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Biological 

Threats and Terrorism,

 

Questions for discussion

   1  Should research data belong to researchers rather than to 
research institutions?

   2  Should data recording practices be standardized to facilitate 
sharing and monitoring? What recording practices could be 
standardized? 

   
3  What interpretation practices could be standardized? How  

does your laboratory verify the accuracy and validity of data  
before its disclosure or use in grant proposals and publications?

   
4  Who should pay the cost of sharing data? Who should have 

access to the data?

   5  How long should researchers be able to withhold data to allow 
time to protect ownership claims? How long should research 
data be stored?

Chapter	
�   6:	
�   Data	
�   Management	
�   Practices
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ORI	
�  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�   to	
�  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�  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�  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�   of	
�   Research

Resources

Policies, Reports, and Policy Statements

Ethical Guidelines for Statistical  
Practice

Policy Considerations: Access to 
and Retention of Research Data  

Good Laboratory Practices for  
Designing Toxicology Studies for Petition Submissions and 

 
Record-Keeping Procedures

NIH Data Sharing Policy and  
Implementation Guidance

Good Clinical Data  
Management Practices

USA Patriot Act of 2001

Guidelines on Data Retention and Access

General Information Web Sites

NIH 
Data Sharing Policy

Home Page
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Additional Reading

Journal of the 
American Medical Association 

Materials Transfer in Academia
 

Science 
and Engineering Ethics

Journal of the 
American Medical Association

Writing the Laboratory Notebook

Biological Threats  
and Terrorism: Assessing the Science and Response Capabilities: 
Workshop Summary

Ownership and Retention of Data

Chapter	
�   6:	
�   Data	
�   Management	
�   Practices



Mentor-trainee	
�   working	
�   relationships?
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7. Mentor and Trainee Responsibilities

Case Study

At	
�   a	
�   recent	
�   meeting,	
�   several	
�   faculty	
�   in	
�   a	
�   large,	
�   research-oriented	
�   science	
�   department	
�   raised	
�   
concerns	
�   about	
�   their	
�   mentoring	
�   program.	
�   	
�   While	
�   mindful	
�   of	
�   the	
�   many	
�   demands	
�   they	
�   all	
�   faced,	
�   

they	
�   wondered	
�   whether	
�   changes	
�   were	
�   needed	
�   in	
�   the	
�   way	
�   the	
�   department	
�   assigned,	
�   trained,	
�   and	
�   
oversaw	
�   mentors.	
�   The	
�   ensuing	
�   discussion	
�   raised	
�   some	
�   potentially	
�   good	
�   suggestions,	
�   which	
�   most	
�   
agreed	
�   were	
�   best	
�   referred	
�   to	
�   a	
�   special	
�   committee	
�   for	
�   further	
�   discussion	
�   and	
�   recommendations.	
�   With	
�   
a	
�   little	
�   arm	
�   twisting,	
�   Susan	
�   D.,	
�   an	
�   advanced	
�   graduate	
�   student;	
�   Dr.	
�   Linda	
�   L.,	
�   a	
�   postdoc;	
�   and	
�   Dr.	
�   Bill	
�   K.,	
�   
an	
�   established	
�   researcher,	
�   were	
�   recruited	
�   to	
�   serve.

At	
�   their	
�   first	
�   meeting,	
�   the	
�   three	
�   colleagues	
�   quickly	
�   agreed	
�   to	
�   tackle	
�   first	
�   the	
�   question	
�   of	
�   goals.	
�   If	
�   	
�   
they	
�   knew	
�   what	
�   mentoring	
�   was	
�   expected	
�   to	
�   achieve,	
�   they	
�   could	
�   then	
�   assess	
�   the	
�   strengths	
�   and	
�   	
�   
weaknesses	
�   of	
�   their	
�   current	
�   program	
�   and	
�   make	
�   suggestions	
�   for	
�   change.	
�   With	
�   this	
�   settled,	
�   they	
�   
decided	
�   to	
�   spend	
�   some	
�   time	
�   talking	
�   with	
�   their	
�   peers	
�   and	
�   then	
�   get	
�   back	
�   together	
�   to	
�   compare	
�   notes.	
�   
When	
�   they	
�   met	
�   the	
�   next	
�   time:	
�   	
�   	
�   	
�   	
�   	
�   	
�   	
�   	
�   	
�   

What	
�   goals	
�   would	
�   you	
�   expect	
�   each	
�   member	
�   of	
�   the	
�   committee	
�   to	
�   recommend?

Why	
�   might	
�   different	
�   members	
�   of	
�   the	
�   committee	
�   recommend	
�   different	
�   goals?	
�   

Assuming	
�   they	
�   came	
�   to	
�   the	
�   conclusion	
�   that	
�   some	
�   improvements	
�   were	
�   needed,	
�   what	
�   avenues	
�   are	
�   
open	
�   to	
�   change	
�   the	
�   way	
�   mentors	
�   and	
�   trainees	
�   interact?

*	
�   The	
�   term	
�   “trainee”	
�   is	
�   used	
�   in	
�   this	
�   chapter	
�   to	
�   refer	
�   to	
�   anyone	
�   learning	
�   to	
�   be	
�   a	
�   	
�   researcher	
�   under	
�   an	
�   
established	
�   researcher’s	
�   supervision.	
�   This	
�   includes	
�   principally	
�   graduate	
�   students	
�   and	
�   postdoctoral	
�   
fellows	
�   (postdocs),	
�   but	
�   may	
�   also	
�   include	
�   undergraduate	
�   and	
�   high	
�   school	
�   students	
�   working	
�   on	
�   
research	
�   projects	
�   or	
�   junior	
�   research	
�   faculty,	
�   research	
�   scientists,	
�   and	
�   research	
�   staff.

W

owns

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

 a clear understanding of mutual responsibilities,

 a commitment to maintain a productive and supportive 
research environment,

 proper supervision and review, and

 an understanding that the main purpose of the relationship is 
to prepare trainees to become successful researchers.

7a. Basic responsibilities
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National Academy of Sciences 
On Being a Mentor to Students in Science and Engineering 

What	
�   is	
�   a	
�   Mentor?	
�   

In	
�   the	
�   broad	
�   sense	
�   intended	
�   here,	
�   a	
�   mentor	
�   is	
�   someone	
�   who	
�   takes	
�   a	
�   special	
�   interest	
�   in	
�   	
�   
helping	
�   another	
�   person	
�   develop	
�   into	
�   a	
�   successful	
�   professional.	
�   Some	
�   students,	
�   particularly	
�   
those	
�   working	
�   in	
�   large	
�   laboratories	
�   and	
�   institutions,	
�   find	
�   it	
�   difficult	
�   to	
�   develop	
�   a	
�   close	
�   
relationship	
�   with	
�   their	
�   faculty	
�   adviser	
�   or	
�   laboratory	
�   director.	
�   They	
�   might	
�   have	
�   to	
�   find	
�   their	
�   
mentor	
�   elsewhere—perhaps	
�   a	
�   fellow	
�   student,	
�   another	
�   faculty	
�   member,	
�   a	
�   wise	
�   friend,	
�   or	
�   
another	
�   person	
�   with	
�   experience	
�   who	
�   offers	
�   continuing	
�   guidance	
�   and	
�   support.	
�   

In	
�   the	
�   realm	
�   of	
�   science	
�   and	
�   engineering,	
�   we	
�   might	
�   say	
�   that	
�   a	
�   good	
�   mentor	
�   seeks	
�   to	
�   help	
�   
a	
�   student	
�   optimize	
�   an	
�   educational	
�   experience,	
�   to	
�   assist	
�   the	
�   student’s	
�   socialization	
�   into	
�   a	
�   
disciplinary	
�   culture,	
�   and	
�   to	
�   help	
�   the	
�   student	
�   find	
�   suitable	
�   employment.	
�   These	
�   obligations	
�   can	
�   
extend	
�   well	
�   beyond	
�   formal	
�   schooling	
�   and	
�   continue	
�   into	
�   or	
�   through	
�   the	
�   student’s	
�   career.

http://www.nap.edu/readingroom/books/mentor/

 how much time they will be expected to spend on their 
mentor’s research;

 the criteria that will be used for judging performance and 
form the basis of letters of recommendation;

 how responsibilities are shared or divided in the research 
setting;

 standard operating procedures, such as the way data are 
recorded and interpreted; and, most importantly,

 how credit is assigned, that is, how authorship and ownership 
are established.

 

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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�  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�  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Research

 do assigned work in a conscientious way,

 respect the authority of others working in the research 
setting,

 follow research regulations and research protocols, and

 live by agreements established for authorship and 
 ownership.

 

A Guide to Training and Mentoring in the 
Intramural Research Program at NIH

A	
�   mentor	
�   is	
�   a	
�   person	
�   who	
�   has	
�   achieved	
�   career	
�   success	
�   and	
�   counsels	
�   and	
�   guides	
�   another	
�   for	
�   
the	
�   purpose	
�   of	
�   helping	
�   him	
�   or	
�   her	
�   achieve	
�   like	
�   success.	
�   Research	
�   supervisors	
�   should	
�   always	
�   
be	
�   mentors;	
�   they	
�   have	
�   the	
�   responsibility	
�   to	
�   discuss	
�   with	
�   and	
�   advise	
�   a	
�   trainee	
�   on	
�   aspects	
�   
of	
�   his	
�   or	
�   her	
�   work	
�   and	
�   professional	
�   development.	
�   The	
�   trainee	
�   may	
�   find	
�   additional	
�   mentors	
�   
informally—or	
�   the	
�   training	
�   institution	
�   may	
�   designate	
�   them.	
�   They	
�   are	
�   very	
�   important	
�   in	
�   the	
�   
overall	
�   experience	
�   of	
�   the	
�   trainee	
�   and	
�   may	
�   contribute	
�   to	
�   research	
�   productivity	
�   as	
�   well....

Training	
�   in	
�   the	
�   skills	
�   of	
�   mentorship	
�   itself	
�   is	
�   important,	
�   especially	
�   for	
�   those	
�   who	
�   plan	
�   careers	
�   
in	
�   research	
�   or	
�   teaching.	
�   Postdoctoral	
�   trainees	
�   should	
�   learn	
�   to	
�   train	
�   and	
�   guide	
�   others,	
�   for	
�   
example,	
�   by	
�   working	
�   with	
�   more	
�   junior	
�   individuals,	
�   supervising	
�   technical	
�   staff,	
�   or	
�   training	
�   
students.	
�   The	
�   characteristics	
�   considered	
�   important	
�   by	
�   a	
�   fellow	
�   in	
�   selecting	
�   a	
�   supervisor	
�   
and	
�   other	
�   mentors—interest	
�   in	
�   contributing	
�   to	
�   the	
�   career	
�   development	
�   of	
�   another	
�   scientist,	
�   
research	
�   accomplishments,	
�   professional	
�   networking,	
�   accessibility,	
�   and	
�   past	
�   success	
�   cultivating	
�   
the	
�   professional	
�   development	
�   of	
�   fellows—are	
�   characteristics	
�   that	
�   trainees	
�   may	
�   eventually	
�   
strive	
�   to	
�   emulate	
�   in	
�   their	
�   own	
�   careers.

Although	
�   this	
�   Section	
�   has	
�   emphasized	
�   the	
�   responsibilities	
�   of	
�   supervisors	
�   and	
�   others	
�   in	
�   
research	
�   institutions	
�   to	
�   provide	
�   mentoring	
�   to	
�   trainees	
�   to	
�   facilitate	
�   their	
�   professional	
�   
development,	
�   trainees	
�   also	
�   have	
�   responsibilities.	
�   Collaborative	
�   research	
�   frequently	
�   requires	
�   
productive	
�   interactions	
�   among	
�   fellows	
�   themselves	
�   as	
�   well	
�   as	
�   recognition	
�   of	
�   their	
�   roles	
�   as	
�   part	
�   
of	
�   a	
�   team	
�   effort.	
�   In	
�   addition,	
�   fellows	
�   must	
�   have	
�   a	
�   commitment	
�   to	
�   the	
�   work	
�   of	
�   the	
�   laboratory	
�   
and	
�   Institute	
�   and	
�   to	
�   the	
�   achievement	
�   of	
�   their	
�   goals.	
�   They	
�   cannot	
�   be	
�   passive	
�   participants	
�   in	
�   
their	
�   training;	
�   they	
�   should	
�   appropriately	
�   make	
�   known	
�   their	
�   satisfactions,	
�   dissatisfactions,	
�   and	
�   
needs	
�   clearly	
�   and	
�   often.

http://www1.od.nih.gov/oir/sourcebook/ethic-conduct/mentor-guide.htm
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7b. Research environment

 

 

Equal treatment.
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Professional practice.  

 

appropriate

 
University of Michigan
Mentoring within a Diverse Community

Need	
�   for	
�   Role	
�   Models	
�   

Students	
�   from	
�   historically	
�   underrepresented	
�   or	
�   marginalized	
�   groups	
�   have	
�   a	
�   harder	
�   time	
�   
finding	
�   faculty	
�   role	
�   models	
�   who	
�   might	
�   have	
�   had	
�   experiences	
�   similar	
�   to	
�   their	
�   own.	
�   As	
�   some	
�   
students	
�   say,	
�   they	
�   want	
�   to	
�   find	
�   “someone	
�   who	
�   looks	
�   like	
�   me;”	
�   “someone	
�   who	
�   immediately	
�   
understands	
�   my	
�   experiences	
�   and	
�   perspectives;”	
�   “someone	
�   whose	
�   very	
�   presence	
�   lets	
�   me	
�   know	
�   
I,	
�   too,	
�   can	
�   make	
�   it	
�   in	
�   the	
�   academy.”

Feelings	
�   of	
�   Isolation

Students	
�   from	
�   historically	
�   underrepresented	
�   groups	
�   can	
�   feel	
�   particularly	
�   isolated	
�   or	
�   alienated	
�   
from	
�   other	
�   students	
�   in	
�   their	
�   departments,	
�   especially	
�   if	
�   the	
�   composition	
�   of	
�   a	
�   program	
�   is	
�   highly	
�   
homogenous.

Burden	
�   of	
�   Being	
�   a	
�   Spokesperson

Students	
�   from	
�   underrepresented	
�   groups	
�   often	
�   expend	
�   a	
�   lot	
�   of	
�   time	
�   and	
�   energy	
�   speaking	
�   up	
�   
when	
�   issues	
�   such	
�   as	
�   race,	
�   class,	
�   gender,	
�   or	
�   sexual	
�   orientation	
�   arise	
�   or	
�   are	
�   being	
�   ignored.	
�   These	
�   
students	
�   point	
�   out	
�   how	
�   most	
�   of	
�   their	
�   peers	
�   have	
�   an	
�   advantage	
�   in	
�   not	
�   carrying	
�   such	
�   a	
�   burden.

Seeking	
�   Balance

Students	
�   observe	
�   that	
�   professors	
�   need	
�   to	
�   devote	
�   large	
�   parts	
�   of	
�   their	
�   lives	
�   to	
�   their	
�   work	
�   in	
�   
order	
�   to	
�   be	
�   successful	
�   in	
�   the	
�   academy.	
�   Students	
�   from	
�   all	
�   disciplines	
�   tell	
�   us	
�   that	
�   they	
�   feel	
�   
faculty	
�   expect	
�   them	
�   to	
�   spend	
�   every	
�   waking	
�   minute	
�   on	
�   their	
�   work.	
�   This	
�   perception	
�   of	
�   faculty	
�   
expectations,	
�   accurate	
�   or	
�   not,	
�   is	
�   of	
�   grave	
�   concern	
�   to	
�   students	
�   who	
�   have	
�   children	
�   or	
�   wish	
�   to,	
�   
as	
�   well	
�   as	
�   for	
�   those	
�   who	
�   want	
�   to	
�   balance	
�   their	
�   lives	
�   with	
�   their	
�   other	
�   interests.

http://www.rackham.umich.edu/StudentInfo/Publications/FacultyMentoring/contents.html
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Training in the responsible conduct of research. 

 

 

 

 

7c. Supervision and review

 

 assure proper instruction in research methods,

 foster the intellectual development of the trainee,

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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 impart an understanding of responsible research practices, 
and

 routinely check to make sure the trainee develops into a 
responsible researcher.

 

 

Emory University School of Medicine
Policy for Postdoctoral Fellows

Mentor	
�   Obligations	
�   

Postdoctoral	
�   research	
�   opportunities	
�   at	
�   Emory	
�   University	
�   School	
�   of	
�   Medicine	
�   are	
�   intended	
�   to	
�   foster	
�   
the	
�   training	
�   of	
�   basic	
�   and	
�   clinical	
�   research	
�   scientists.	
�   Included	
�   within	
�   this	
�   goal	
�   is	
�   the	
�   concept	
�   that	
�   
postdoctoral	
�   fellows,	
�   with	
�   the	
�   guidance	
�   of	
�   their	
�   mentors,	
�   will	
�   develop	
�   a	
�   scientific	
�   project	
�   that	
�   	
�   
utilizes	
�   the	
�   creativity	
�   and	
�   independence	
�   of	
�   the	
�   fellow.	
�   In	
�   this	
�   spirit,	
�   the	
�   mentor	
�   will	
�   provide	
�   
adequate	
�   facilities,	
�   funds,	
�   and	
�   the	
�   appropriate	
�   guidance	
�   to	
�   achieve	
�   the	
�   agreed-upon	
�   goals	
�   of	
�   the	
�   
project.	
�   In	
�   addition,	
�   mentors	
�   should	
�   provide	
�   guidance	
�   in	
�   critical	
�   review	
�   of	
�   scientific	
�   information,	
�   
grant	
�   writing,	
�   manuscript	
�   writing	
�   and	
�   preparation,	
�   presentation	
�   of	
�   scientific	
�   information,	
�   and	
�   
in	
�   the	
�   art	
�   of	
�   performing	
�   research.	
�   Mentors	
�   should	
�   also	
�   advise	
�   and	
�   as	
�   possible,	
�   aid	
�   fellows	
�   in	
�   
decisions	
�   regarding	
�   future	
�   employment	
�   potential	
�   and	
�   career	
�   paths.	
�   Mentor	
�   review	
�   of	
�   fellow	
�   
performance	
�   and	
�   career	
�   development	
�   should	
�   be	
�   conducted	
�   at	
�   least	
�   once	
�   per	
�   year.	
�   A	
�   member(s)	
�   of	
�   
the	
�   departmental	
�   senior	
�   faculty	
�   should	
�   be	
�   designated	
�   to	
�   serve	
�   as	
�   liaison	
�   with	
�   departmental	
�   post-
doctoral	
�   fellows,	
�   faculty,	
�   and	
�   the	
�   Office	
�   of	
�   Postdoctoral	
�   Education	
�   and	
�   its	
�   advisory	
�   committees.	
�   

http://www.med.emory.edu/POSTDOC/Web%20Forms/Adobe%20Forms/Policy%20for%20Post
doctoral%20Fellows%207.1.05-1.pdf
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 reviewing laboratory notebooks and other compilations of 
data;

 reading manuscripts prepared by trainees carefully to  
assure that they are accurate, well-reasoned, and give 
proper credit to others;

 meeting with trainees on a regular basis to keep in touch with 
the work they are doing; and

 encouraging trainees to present and discuss data at  
laboratory meetings.

7d. Transition to independent researcher

 

 

 

 

 

 

 

 

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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Questions for discussion

   1  Can elements of the mentor-trainee relationship be reduced  
to a written agreement that both parties would sign at the 
beginning of the relationship?

   
2  What are the qualities of a good mentor? A good trainee?

   3  What are the qualities of a good research environment and  
how can they be fostered?

   4  What is the purpose of postdoctoral training and how long 
should it last?

   5  Can good mentoring be taught, monitored, and evaluated?

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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Resources

Policies, Reports, and Policy Statements

Integrity and Misconduct in 
Research: Report of the Commission on Research Integrity  

A Guide to Training and Mentoring in the  
Intramural Research Program at NIH

The Responsible Conduct of Research in the 
Health Sciences,  

 
NIH Guide for Grants and 

Contracts

Integrative Graduate Education and 
Research Traineeship (IGERT) Program

General Information Web Sites

Home Page

The E-Mentoring Network for Women in Engineering and 
Science
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Additional Reading

Mentoring Means Future  
Scientists

The NIH Catalyst

Adviser, Teacher, Role Model, Friend:  
On Being a Mentor to Students in Science and Engineering

How to Mentor Graduate Students: A Guide for Faculty 
in a Diverse University

Chapter	
�   7:	
�   Mentor	
�   and	
�   Trainee	
�   Responsibilities
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or	
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competition?
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8. Collaborative Research

R  

 

 

ORI  

Case Study

Sharon,	
�   Ben,	
�   and	
�   Terra	
�   met	
�   during	
�   a	
�   late-night	
�   discussion	
�   at	
�   a	
�   professional	
�   meeting.	
�   They	
�   share	
�   
a	
�   common	
�   interest	
�   in	
�   learning	
�   disorders	
�   but	
�   come	
�   from	
�   different	
�   scientific	
�   backgrounds.	
�   	
�   Sharon	
�   

works	
�   at	
�   the	
�   cutting	
�   edge	
�   of	
�   brain	
�   imaging	
�   technology.	
�   Ben	
�   is	
�   an	
�   educational	
�   psychologist	
�   
interested	
�   in	
�   pre-school	
�   children	
�   in	
�   inner	
�   cities.	
�   Terra	
�   has	
�   been	
�   putting	
�   her	
�   knowledge	
�   as	
�   a	
�   	
�   
physiologist	
�   to	
�   work	
�   exploring	
�   the	
�   effects	
�   of	
�   alternative	
�   medicines.	
�   	
�   

As	
�   late	
�   night	
�   turns	
�   to	
�   early	
�   morning,	
�   the	
�   newly	
�   met	
�   trio	
�   begins	
�   to	
�   see	
�   benefits	
�   from	
�   working	
�   
together	
�   and	
�   starts	
�   sketching	
�   out	
�   a	
�   grant	
�   proposal.	
�   The	
�   scientific	
�   ideas	
�   quickly	
�   fall	
�   into	
�   place,	
�   but	
�   
some	
�   of	
�   the	
�   logistics	
�   	
�   raise	
�   questions	
�   that	
�   need	
�   answers.	
�   	
�   	
�   

Who	
�   should	
�   submit	
�   the	
�   proposal,	
�   through	
�   which	
�   university?

Do	
�   all	
�   three	
�   need	
�   to	
�   get	
�   IRB	
�   approval	
�   to	
�   work	
�   on	
�   the	
�   project?	
�   

What	
�   will	
�   happen	
�   if	
�   their	
�   work	
�   has	
�   practical	
�   applications?

How	
�   should	
�   they	
�   go	
�   about	
�   answering	
�   these	
�   questions?	
�   Are	
�   there	
�   other	
�   important	
�   questions	
�   that	
�   
should	
�   be	
�   asked	
�   as	
�   well?

Chapter	
�   8:	
�   Collaborative	
�   Research
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Introduction to RCR,

 the increasingly complex roles and relationships;

 common, but not necessarily identical, interests;

 management requirements; and

 cultural differences

8a. Roles and relationships

 

 

 the goals of the project and anticipated outcomes;

 the role each partner in the collaboration will play;

 how data will be collected, stored, and shared;

 how changes in the research design will be made;

 who will be responsible for drafting publications;

 the criteria that will be used to identify and rank  
contributing authors;

 who will be responsible for submitting reports and meeting 
other requirements;

 who will be responsible for or have the authority to speak 
publicly for the collaboration;

 how intellectual property rights and ownership issues will be 
resolved; and
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 how the collaboration can be changed and when it will come 
to an end.

 share findings with colleagues in the collaboration and pay 
attention to what others are doing;

 report and discuss problems as well as findings;

 make other collaborators aware of any important changes, 
such as changes in key personnel; and

 share related news and developments so that everyone in 
the collaboration is equally knowledgeable about important 
information.

8b. Management

 financial issues,

 training and supervision,

 formal agreements, and

 compliance.

Chapter	
�   8:	
�   Collaborative	
�   Research
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Financial management.

 

 

 

 

 

Office of Management and Budget 
Circular A-21

48.	
�   Travel	
�   costs.

a.	
�    General.	
�   Travel	
�   costs	
�   are	
�   the	
�   expenses	
�   for	
�   transportation,	
�   lodging,	
�   subsistence,	
�   and	
�   
related	
�   items	
�   incurred	
�   by	
�   employees	
�   who	
�   are	
�   in	
�   travel	
�   status	
�   on	
�   official	
�   business	
�   of	
�   the	
�   
institution.	
�   Such	
�   costs	
�   may	
�   be	
�   charged	
�   on	
�   an	
�   actual	
�   basis,	
�   on	
�   a	
�   per	
�   diem	
�   or	
�   mileage	
�   basis	
�   
in	
�   lieu	
�   of	
�   actual	
�   costs	
�   incurred,	
�   or	
�   on	
�   a	
�   combination	
�   of	
�   the	
�   two,	
�   provided	
�   the	
�   method	
�   
used	
�   is	
�   applied	
�   to	
�   an	
�   entire	
�   trip	
�   and	
�   not	
�   to	
�   selected	
�   days	
�   of	
�   the	
�   trip,	
�   results	
�   in	
�   reasonable	
�   
charges,	
�   and	
�   is	
�   in	
�   accordance	
�   with	
�   the	
�   institution’s	
�   travel	
�   policy	
�   and	
�   practices	
�   consistently	
�   
applied	
�   to	
�   all	
�   institutional	
�   travel	
�   activities.	
�   

b.	
�    Lodging	
�   and	
�   subsistence.	
�   Costs	
�   incurred	
�   by	
�   employees	
�   and	
�   officers	
�   for	
�   travel,	
�   including	
�   
costs	
�   of	
�   lodging,	
�   other	
�   subsistence,	
�   and	
�   incidental	
�   expenses,	
�   shall	
�   be	
�   considered	
�   reasonable	
�   
and	
�   allowable	
�   only	
�   to	
�   the	
�   extent	
�   such	
�   costs	
�   do	
�   not	
�   exceed	
�   charges	
�   normally	
�   allowed	
�   
by	
�   the	
�   institution	
�   in	
�   its	
�   regular	
�   operations	
�   as	
�   a	
�   result	
�   of	
�   an	
�   institutional	
�   policy	
�   and	
�   the	
�   
amounts	
�   claimed	
�   under	
�   sponsored	
�   agreements	
�   represent	
�   reasonable	
�   and	
�   allocable	
�   costs.	
�   

c.	
�    Commercial	
�   air	
�   travel.	
�   Airfare	
�   costs	
�   in	
�   excess	
�   of	
�   the	
�   lowest	
�   available	
�   commercial	
�   
discount	
�   airfare….

http://www.whitehouse.gov/omb/circulars/a021/a021.html



121

 

 

Training and supervision.

 

 

 

Formal agreements.  

 

 

Office of Management and Budget 
Circular A-110

34.	
�   	
�   Equipment.

(c)	
�    The	
�   recipient	
�   shall	
�   use	
�   the	
�   equipment	
�   in	
�   the	
�   project	
�   or	
�   program	
�   for	
�   which	
�   it	
�   was	
�   acquired	
�   
as	
�   long	
�   as	
�   needed,	
�   whether	
�   or	
�   not	
�   the	
�   project	
�   or	
�   program	
�   continues	
�   to	
�   be	
�   supported	
�   
by	
�   Federal	
�   funds	
�   and	
�   shall	
�   not	
�   encumber	
�   the	
�   property	
�   without	
�   approval	
�   of	
�   the	
�   Federal	
�   
awarding	
�   agency.	
�   When	
�   no	
�   longer	
�   needed	
�   for	
�   the	
�   original	
�   project	
�   or	
�   program,	
�   the	
�   recipient	
�   
shall	
�   use	
�   the	
�   equipment	
�   in	
�   connection	
�   with	
�   its	
�   other	
�   federally-sponsored	
�   activities,	
�   in	
�   the	
�   
following	
�   order	
�   of	
�   priority:	
�   (i)	
�   Activities	
�   sponsored	
�   by	
�   the	
�   Federal	
�   awarding	
�   agency	
�   	
�   
which	
�   funded	
�   the	
�   original	
�   project,	
�   then	
�   (ii)	
�   activities	
�   sponsored	
�   by	
�   other	
�   Federal	
�   	
�   
awarding	
�   agencies.	
�   

http://www.whitehouse.gov/omb/circulars/a110/a110.html

Chapter	
�   8:	
�   Collaborative	
�   Research
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 who owns the materials,

 the use to which they can be put, and

 proper acknowledgment of the source.

 

Compliance.

 

 

 

National Institutes of Health
Recommended Provisions for a Materials Transfer Letter 

1.	
�   	
�   The	
�   [supplied]	
�   MATERIAL	
�   is	
�   the	
�   property	
�   of	
�   the	
�   PROVIDER	
�   and	
�   is	
�   made	
�   available	
�   as	
�   a	
�   
service	
�   to	
�   the	
�   research	
�   community.	
�   

2.	
�   	
�   THIS	
�   MATERIAL	
�   IS	
�   NOT	
�   FOR	
�   USE	
�   IN	
�   HUMAN	
�   SUBJECTS.	
�   

3.	
�   	
�   The	
�   MATERIAL	
�   will	
�   be	
�   used	
�   for	
�   teaching	
�   or	
�   not-for-profit	
�   research	
�   purposes	
�   only.	
�   

4.	
�   	
�   The	
�   MATERIAL	
�   will	
�   not	
�   be	
�   further	
�   distributed	
�   to	
�   others	
�   without	
�   the	
�   PROVIDER’s	
�   written	
�   
consent.…

6.	
�   	
�   Any	
�   MATERIAL	
�   delivered	
�   pursuant	
�   to	
�   this	
�   Agreement	
�   is	
�   understood	
�   to	
�   be	
�   experimental	
�   in	
�   
nature	
�   and	
�   may	
�   have	
�   hazardous	
�   properties.…

7.	
�   	
�   The	
�   RECIPIENT	
�   agrees	
�   to	
�   use	
�   the	
�   MATERIAL	
�   in	
�   compliance	
�   with	
�   all	
�   applicable	
�   statutes	
�   
and	
�   regulations.	
�   

8.	
�   	
�   The	
�   MATERIAL	
�   is	
�   provided	
�   at	
�   no	
�   cost,	
�   or	
�   with	
�   an	
�   optional	
�   transmittal	
�   fee	
�   solely	
�   to	
�   
reimburse	
�   the	
�   PROVIDER	
�   for	
�   its	
�   preparation	
�   and	
�   distribution	
�   costs.	
�   If	
�   a	
�   fee	
�   is	
�   requested,	
�   
the	
�   amount	
�   will	
�   be	
�   indicated	
�   here:	
�   [insert	
�   fee]

http://www.ott.nih.gov/pdfs/MTA.pdf
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8c. Different research settings

 

 

 

 do not ignore any responsibilities, and

 when there are choices about appropriate action, select the 
most demanding option.

Chapter	
�   8:	
�   Collaborative	
�   Research
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Questions for discussion

   1  Why should collaborative research be encouraged?

   2  When should research collaborations be formalized?

   3  Are there any drawbacks to collaborative research? What 
problems can they raise?

   4  Which country’s rules should be used in collaborative projects 
that are carried out in different countries?

   5  What steps should be taken when a collaborative project  
comes to an end or a collaboration is dissolved?

Chapter	
�   8:	
�   Collaborative	
�   Research
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Resources

Policies, Reports, and Policy Statements

64 FR 72090

OMB Circular A-110, Uniform 
Administrative Requirements for Grants and Other Agreements 
with Institutions of Higher Education, Hospitals and Other  

 

Circular A-21: Cost Principles for Educational Institutions  

Additional Reading

Management of Biomedical Research Laboratories: 
Proceedings of a National Conference

 The NIH Catalyst
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Funding of Intramural Research Program/ 
Extramural Research Program Collaborations

Overcoming Barriers to Collaborative Research: Report of a 
Workshop

Research  

Silence is not Golden: Making Collaborations Work

United Nations Conference on Trade 
and Development Partnerships and Networking in Science and 
Technology for Development

 
Linking Effectively: Learning Lessons from Successful  
Collaboration in Science and Technology

Chapter	
�   8:	
�   Collaborative	
�   Research
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Chapter 9, Authorship and Publication,  

 

 

Chapter 10, Peer Review,

Part	
�   IV:	
�   Reporting	
�   and	
�   Reviewing	
�   Research



Responsible	
�   authorship?
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9. Authorship and Publication

R

Case Study

As	
�   his	
�   first	
�   major	
�   grant	
�   is	
�   coming	
�   to	
�   an	
�   end,	
�   several	
�   important	
�   elements	
�   of	
�   Dr.	
�   Sanjay	
�   K.’s	
�   
research	
�   suddenly	
�   fall	
�   into	
�   place.	
�   The	
�   last	
�   series	
�   of	
�   experiments	
�   his	
�   graduate	
�   student	
�   ran	
�   clearly	
�   

link	
�   the	
�   gene	
�   they	
�   are	
�   studying	
�   to	
�   a	
�   particular	
�   type	
�   of	
�   cancer.	
�   His	
�   postdoc’s	
�   work	
�   on	
�   the	
�   proteins	
�   
associated	
�   with	
�   this	
�   gene	
�   could	
�   pave	
�   the	
�   way	
�   for	
�   possible	
�   cures.	
�   With	
�   these	
�   results	
�   in	
�   hand,	
�   he	
�   is	
�   
finally	
�   ready	
�   to	
�   make	
�   a	
�   strong	
�   case	
�   for	
�   continued	
�   support	
�   and,	
�   happily,	
�   his	
�   pending	
�   promotion.	
�   All	
�   
he	
�   has	
�   to	
�   do	
�   now	
�   is	
�   publish	
�   the	
�   results.	
�   	
�   	
�   	
�   

A	
�   week	
�   later,	
�   Sanjay’s	
�   optimism	
�   starts	
�   to	
�   fade.	
�   As	
�   might	
�   have	
�   been	
�   expected,	
�   his	
�   department	
�   chair	
�   
was	
�   delighted	
�   with	
�   his	
�   progress,	
�   but	
�   then	
�   suggested	
�   that	
�   the	
�   first	
�   paper	
�   announcing	
�   the	
�   results	
�   
come	
�   out	
�   under	
�   her	
�   name	
�   to	
�   give	
�   it	
�   broader	
�   circulation.	
�   Meanwhile,	
�   his	
�   postdoc	
�   and	
�   graduate	
�   
student	
�   have	
�   gotten	
�   into	
�   a	
�   heated	
�   debate	
�   about	
�   the	
�   order	
�   their	
�   names	
�   should	
�   appear	
�   on	
�   the	
�   paper;	
�   
the	
�   university’s	
�   public	
�   affairs	
�   office	
�   has	
�   asked	
�   for	
�   a	
�   summary	
�   of	
�   the	
�   results	
�   for	
�   a	
�   press	
�   release;	
�   and	
�   
the	
�   technology	
�   transfer	
�   office	
�   has	
�   called	
�   telling	
�   him	
�   to	
�   hold	
�   all	
�   publications	
�   until	
�   they	
�   can	
�   evaluate	
�   
the	
�   commercial	
�   potential	
�   of	
�   his	
�   work.

What	
�   should	
�   Sanjay	
�   do?

Which	
�   of	
�   these	
�   problems	
�   should	
�   Sanjay	
�   tackle	
�   first?

Is	
�   there	
�   anything	
�   he	
�   could	
�   have	
�   done	
�   to	
�   assure	
�   that	
�   things	
�   went	
�   more	
�   smoothly
when	
�   he	
�   was	
�   ready	
�   to	
�   publish	
�   his	
�   results?

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication
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 a full and fair description of the work undertaken,

 an accurate report of the results, and

 an honest and open assessment of the findings.

 

 what they did (methods),

 what they discovered (results), and

 what they make of their discovery (discussion).

9a. Authorship

 

Contribution. Authorship  

 was intimately involved in the conception and design of the 
research,

 assumed responsibility for data collection and interpretation,

 participated in drafting the publication, and

 approved the final version of the publication.
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Uniform Requirements for  

Manuscripts Submitted to Biomedical Journals

 

 

acknowledgments

author.

Requirements

 

ICJME Statement on Authorship 

An	
�   “author”	
�   is	
�   generally	
�   considered	
�   to	
�   be	
�   someone	
�   who	
�   has	
�   made	
�   
substantive	
�   intellectual	
�   contributions	
�   to	
�   a	
�   published	
�   study...	
�   .

Authorship	
�   credit	
�   should	
�   be	
�   based	
�   on	
�   1)	
�   substantial	
�   contributions	
�   to	
�   
conception	
�   and	
�   design,	
�   or	
�   acquisition	
�   of	
�   data,	
�   or	
�   analysis	
�   and	
�   interpre-
tation	
�   of	
�   data;	
�   2)	
�   drafting	
�   the	
�   article	
�   or	
�   revising	
�   it	
�   critically	
�   for	
�   important	
�   
intellectual	
�   content;	
�   and	
�   3)	
�   final	
�   approval	
�   of	
�   the	
�   version	
�   to	
�   be	
�   pub-
lished.	
�   Authors	
�   should	
�   meet	
�   conditions	
�   1,	
�   2,	
�   and	
�   3.

All	
�   persons	
�   designated	
�   as	
�   authors	
�   should	
�   qualify	
�   for	
�   authorship,	
�   and	
�   all	
�   those	
�   who	
�   qualify	
�   
should	
�   be	
�   listed.

Each	
�   author	
�   should	
�   have	
�   participated	
�   sufficiently	
�   in	
�   the	
�   work	
�   to	
�   take	
�   public	
�   responsibility	
�   for	
�   
appropriate	
�   portions	
�   of	
�   the	
�   content.

http://www.icmje.org/

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication
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Importance.

last author 

Requirements

  
 

 

Corresponding or primary author.  

corresponding  

primary

 the accuracy of the data,

 the names listed as authors (all deserve authorship and no 
one has been neglected),

 approval of the final draft by all authors, and

 handling all correspondence and responding to inquiries.

corresponding authors 
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Standards for Reporting Research Results
The CONSORT Statement

Abstract

To	
�   comprehend	
�   the	
�   results	
�   of	
�   a	
�   randomized	
�   controlled	
�   trial	
�   (RCT),	
�   readers	
�   must	
�   understand	
�   
its	
�   design,	
�   conduct,	
�   analysis,	
�   and	
�   interpretation.	
�   That	
�   goal	
�   can	
�   be	
�   achieved	
�   only	
�   through	
�   
complete	
�   transparency	
�   from	
�   authors.	
�   Despite	
�   several	
�   decades	
�   of	
�   educational	
�   efforts,	
�   the	
�   
reporting	
�   of	
�   RCTs	
�   needs	
�   improvement.	
�   Investigators	
�   and	
�   editors	
�   developed	
�   the	
�   original	
�   
CONSORT	
�   (Consolidated	
�   Standards	
�   of	
�   Reporting	
�   Trials)	
�   statement	
�   to	
�   help	
�   authors	
�   improve	
�   
reporting	
�   by	
�   using	
�   a	
�   checklist	
�   and	
�   flow	
�   diagram.	
�   The	
�   revised	
�   CONSORT	
�   statement	
�   presented	
�   
here	
�   incorporates	
�   new	
�   evidence	
�   and	
�   addresses	
�   some	
�   criticisms	
�   of	
�   the	
�   original	
�   statement.	
�   

The	
�   checklist	
�   items	
�   pertain	
�   to	
�   the	
�   content	
�   of	
�   the	
�   Title,	
�   Abstract,	
�   Introduction,	
�   Methods,	
�   
Results,	
�   and	
�   Discussion.	
�   The	
�   revised	
�   checklist	
�   includes	
�   22	
�   items	
�   selected	
�   because	
�   empirical	
�   
evidence	
�   indicates	
�   that	
�   not	
�   reporting	
�   the	
�   information	
�   is	
�   associated	
�   with	
�   biased	
�   estimates	
�   of	
�   
treatment	
�   effect,	
�   or	
�   because	
�   the	
�   information	
�   is	
�   essential	
�   to	
�   judge	
�   the	
�   reliability	
�   or	
�   relevance	
�   
of	
�   the	
�   findings.	
�   We	
�   intended	
�   the	
�   flow	
�   diagram	
�   to	
�   depict	
�   the	
�   passage	
�   of	
�   participants	
�   through	
�   
an	
�   RCT.	
�   The	
�   revised	
�   flow	
�   diagram	
�   depicts	
�   information	
�   from	
�   four	
�   stages	
�   of	
�   a	
�   trial	
�   (enrollment,	
�   
intervention	
�   allocation,	
�   follow-up,	
�   and	
�   analysis).	
�   The	
�   diagram	
�   explicitly	
�   shows	
�   the	
�   number	
�   of	
�   
participants,	
�   for	
�   each	
�   intervention	
�   group,	
�   included	
�   in	
�   the	
�   primary	
�   data	
�   analysis.	
�   Inclusion	
�   of	
�   
these	
�   numbers	
�   allows	
�   the	
�   reader	
�   to	
�   judge	
�   whether	
�   the	
�   authors	
�   have	
�   done	
�   an	
�   intention-to-
treat	
�   analysis.

http://www.consort-statement.org/Statement/revisedstatement.htm

9b. Elements of a responsible publication

 

Abstracts.

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication
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structured

Methods.

 

Results.  

 

Discussion.

discussion

conclusion summary



139

discussion

Notes, bibliography, and acknowledgments. Notes, 

bibliography, and acknowledgments

 provide support for important statements of fact or  
assumptions,

 document the work of others used in the publication,

 point to additional reading and resources, and

 recognize the support of funding agencies or colleagues  
and staff who do not qualify as authors.

9c. Practices that should be avoided

 

 

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication



140

ORI	
�   Introduction	
�   to	
�   the	
�   Responsible	
�   Conduct	
�   of	
�   Research

Honorary authorship.  

 

 

 are the chair of the department or program in which the 
research was conducted,

 provided funding for the research,

 are the leading researcher in the area,

 provided reagents, or

 served as a mentor to the primary author.

 

The Council of Science Editors
A New Standard for Authorship (1998 proposal) 
Paul J. Friedman, MD

Publication	
�   has	
�   become	
�   the	
�   essential	
�   achievement	
�   for	
�   academic	
�   advancement	
�   for	
�   
both	
�   clinical	
�   and	
�   basic	
�   scientists,	
�   although	
�   the	
�   type	
�   and	
�   number	
�   of	
�   publications	
�   
demanded	
�   may	
�   vary	
�   widely.	
�   Despite	
�   a	
�   recent	
�   increased	
�   emphasis	
�   on	
�   teaching	
�   as	
�   a	
�   
meritorious	
�   activity,	
�   faculty	
�   and	
�   trainees	
�   realistically	
�   feel	
�   intense	
�   pressure	
�   to	
�   publish.	
�   
One	
�   unfortunate	
�   result	
�   has	
�   been	
�   a	
�   proliferation	
�   of	
�   papers	
�   and	
�   journals	
�   and	
�   a	
�   variety	
�   
of	
�   abuses	
�   of	
�   trainees,	
�   junior	
�   colleagues,	
�   and	
�   patients,	
�   and	
�   of	
�   integrity.

To	
�   help	
�   restore	
�   a	
�   sense	
�   of	
�   proportion	
�   and	
�   confidence	
�   in	
�   the	
�   validity	
�   of	
�   biomedical	
�   
publication,	
�   this	
�   conference	
�   proposes	
�   a	
�   new	
�   step	
�   in	
�   the	
�   evolution	
�   of	
�   the	
�   con-
cept	
�   of	
�   authorship.	
�   We	
�   propose	
�   to	
�   publish	
�   the	
�   contributions	
�   of	
�   the	
�   individuals	
�   
associated	
�   with	
�   a	
�   manuscript.	
�   The	
�   information	
�   will	
�   be	
�   solicited	
�   on	
�   a	
�   modified	
�   
copyright	
�   form,	
�   which	
�   will	
�   be	
�   filled	
�   out	
�   and	
�   signed	
�   by	
�   all	
�   the	
�   authors.	
�   We	
�   propose	
�   
a	
�   check-off	
�   list,	
�   such	
�   as	
�   the	
�   following:	
�   

Concept	
�   	
�   	
�    Data	
�   collection	
�   and/or	
�   processing
Design	
�   	
�    Analysis	
�   and/or	
�   interpretation	
�   	
�   	
�    	
�   	
�   
Supervision	
�   	
�    Literature	
�   search	
�   
Writing	
�   	
�    Critical	
�   review
Resources	
�   	
�    Material	
�   	
�    	
�   

http://www.councilscienceeditors.org/services/friedman_article.cfm
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Salami publication. Salami publication

PubMed®

 

Duplicate publication.

studies of studies

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication
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Premature public statements.
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Questions for discussion

   1  What are the accepted criteria for authorship in your field of 
research? If there are none, what should they be?

   2  Should researchers be allowed to omit some details from the 
methods section of their publications until they have had  
time to patent their methods?

   
3  What should a researcher do if the journal that has accepted  

a publication will not let the researcher publish the method or  
results in as much detail as the researcher feels is necessary?

   
4  What should a researcher do if an undeserving author in a 

position of some authority demands authorship status on a 
paper?

   
5  What factors should be considered when making a decision 

to publish the results of a study in one article versus several 
articles?

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication
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Resources

Policies, Reports, and Policy Statements

Uniform 
Requirements for Manuscripts Submitted to Biomedical Journals

Michigan State University Guidelines on 
Authorship

Communication

Additional Reading

 
 

Journal of the American Medical  
Association

 

Nederlands Tijdschrift voor Geneeskunde

Journal 
of the American Medical Association

Bulletin of the 
Medical Libraries Association

Journal of the American Medical Association

Journal of the American Medical Association

Journal of the 
American Medical Association
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Journal of the American 
Medical Association

Science and Engineering 
Ethics

Ethical Issues in Biomedical Publication

Journal of the American Medical Association 

 
Journal of the  

American Medical Association

Journal of the 
American Medical Association

Publication Peer Review: An Annotated Bibliography, 
Bibliographies and Indexes in Mass Media and Communications, 
no. 7

Science and Engineering 
Ethics

British Medical Journal

Journal of the American Medical Association

Chapter	
�   9:	
�   Authorship	
�   and	
�   Publication



One	
�   of	
�   the	
�   benefits	
�   of	
�   serving	
�   as	
�   a	
�   peer	
�   reviewer?
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10. Peer Review

P

 which projects to fund (grant reviews),

 which research findings to publish (manuscript reviews),

 which scholars to hire and promote (personnel reviews), and

 which research is reliable (literature reviews and expert 
testimony).

Case Study

Dr.	
�   Sung	
�   L.	
�   is	
�   struggling	
�   with	
�   the	
�   decision	
�   whether	
�   to	
�   agree	
�   to	
�   review	
�   the	
�   work	
�   of	
�   an	
�   advanced	
�   
graduate	
�   student	
�   at	
�   another	
�   university	
�   for	
�   publication	
�   in	
�   the	
�   major	
�   journal	
�   in	
�   his	
�   field.	
�   He	
�   is	
�   

familiar	
�   with	
�   the	
�   student's	
�   work	
�   and	
�   attended	
�   a	
�   session	
�   several	
�   months	
�   ago	
�   at	
�   which	
�   she	
�   presented	
�   
a	
�   brief	
�   report	
�   on	
�   her	
�   work.	
�   It	
�   clearly	
�   overlaps	
�   with	
�   his	
�   research	
�   in	
�   a	
�   number	
�   of	
�   ways,	
�   which	
�   is	
�   one	
�   
reason	
�   he	
�   has	
�   been	
�   asked	
�   to	
�   serve	
�   as	
�   a	
�   reviewer.	
�   	
�   

Dr.	
�   L.	
�   knows	
�   he	
�   is	
�   qualified	
�   to	
�   do	
�   the	
�   review	
�   and	
�   is	
�   confident	
�   he	
�   can	
�   provide	
�   an	
�   objective,	
�   constructive	
�   
judgment	
�   of	
�   the	
�   students's	
�   work.	
�   However,	
�   since	
�   his	
�   students	
�   are	
�   working	
�   on	
�   similar	
�   problems,	
�   
he	
�   is	
�   concerned	
�   about	
�   the	
�   appearance	
�   of	
�   a	
�   conflict	
�   of	
�   interest.	
�   In	
�   addition,	
�   he	
�   is	
�   not	
�   sure	
�   he	
�   wants	
�   
to	
�   learn	
�   more	
�   about	
�   the	
�   work	
�   in	
�   question	
�   until	
�   he	
�   publishes	
�   his	
�   own	
�   work,	
�   to	
�   avoid	
�   later	
�   charges	
�   
that	
�   he	
�   unfairly	
�   used	
�   some	
�   of	
�   the	
�   student’s	
�   ideas.	
�   Finally,	
�   there	
�   is	
�   the	
�   matter	
�   of	
�   yet	
�   another	
�   lost	
�   
weekend	
�   doing	
�   the	
�   review,	
�   when	
�   his	
�   department	
�   chair	
�   has	
�   already	
�   told	
�   him	
�   to	
�   cut	
�   down	
�   on	
�   unpaid	
�   
professional	
�   service.

Should	
�   Dr.	
�   L.	
�   agree	
�   to	
�   do	
�   the	
�   review?

If	
�   he	
�   is	
�   uncertain	
�   about	
�   his	
�   responsibilities,	
�   where	
�   can	
�   he	
�   get	
�   advice?

Would	
�   the	
�   situation	
�   be	
�   different	
�   if	
�   he	
�   had	
�   been	
�   asked	
�   to	
�   review	
�   the	
�   student’s	
�   work	
�   for	
�   an
appointment	
�   or	
�   promotion	
�   decision?

Chapter	
�   10:	
�   Peer	
�   Review
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 timely,

 thorough,

constructive,

 free from personal bias, and

 respectful of the need for confidentiality.

10a. Meeting deadlines
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Editors of the Publications Division  
American Chemical Society

Ethical	
�   Obligations	
�   of	
�   Reviewers	
�   of	
�   Manuscripts

	
�    1.	
�   	
�   …every	
�   scientist	
�   has	
�   an	
�   obligation	
�   to	
�   do	
�   a	
�   fair	
�   share	
�   of	
�   reviewing.

	
�    2.	
�   	
�   	
�   A	
�   chosen	
�   reviewer	
�   who	
�   feels	
�   inadequately	
�   qualified	
�   to	
�   judge	
�   the	
�   research	
�   reported	
�   in	
�   a	
�   
manuscript	
�   should	
�   return	
�   it	
�   promptly	
�   to	
�   the	
�   editor.

	
�    3.	
�   	
�   	
�   A	
�   reviewer	
�   (or	
�   referee)	
�   of	
�   a	
�   manuscript	
�   should	
�   judge	
�   objectively	
�   the	
�   quality	
�   of	
�   the	
�   
manuscript,	
�   of	
�   its	
�   experimental	
�   and	
�   theoretical	
�   work,	
�   of	
�   its	
�   interpretations	
�   and	
�   its	
�   
exposition,	
�   with	
�   due	
�   regard	
�   to	
�   the	
�   maintenance	
�   of	
�   high	
�   scientific	
�   and	
�   literary	
�   standards.	
�   
A	
�   reviewer	
�   should	
�   respect	
�   the	
�   intellectual	
�   independence	
�   of	
�   the	
�   authors.

	
�    4.	
�   	
�   	
�   A	
�   reviewer	
�   should	
�   be	
�   sensitive	
�   to	
�   the	
�   appearance	
�   of	
�   a	
�   conflict	
�   of	
�   interest….
-	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -	
�   -

	
�    6.	
�   	
�   	
�   A	
�   reviewer	
�   should	
�   treat	
�   a	
�   manuscript	
�   sent	
�   for	
�   review	
�   as	
�   a	
�   confidential	
�   document....

	
�    7.	
�   	
�   	
�   Reviewers	
�   should	
�   explain	
�   and	
�   support	
�   their	
�   judgments	
�   adequately….

	
�    8.	
�   	
�   	
�   A	
�   reviewer	
�   should	
�   be	
�   alert	
�   to	
�   failure	
�   of	
�   authors	
�   to	
�   cite	
�   relevant	
�   work	
�   by	
�   other	
�   
scientists,…

	
�    9.	
�   	
�   	
�   A	
�   reviewer	
�   should	
�   act	
�   promptly,	
�   submitting	
�   a	
�   report	
�   in	
�   a	
�   timely	
�   manner.

	
�   10.	
�    Reviewers	
�   should	
�   not	
�   use	
�   or	
�   disclose	
�   unpublished	
�   information,	
�   arguments,	
�   or	
�   	
�   
interpretations	
�   contained	
�   in	
�   a	
�   manuscript	
�   under	
�   consideration,	
�   except	
�   with	
�   the	
�   consent	
�   
of	
�   the	
�   author….

http://pubs.acs.org/ethics/eg_ethic2000.pdf

Chapter	
�   10:	
�   Peer	
�   Review
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10b. Assessing quality

 assessing whether the research methods are appropriate;

 checking calculations and/or confirming the logic of  
important arguments;

 making sure the conclusions are supported by the evidence 
presented; and

 confirming that the relevant literature has been consulted and 
cited.

 careless mistakes made in reporting data and/or listing 
citations;

 the deliberate fabrication and falsification of data;

 improper use of material by others (plagiarism);
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Society for Neuroscience
Responsible Conduct Regarding Scientific 
Communication (1998)

2.	
�    Reviewers	
�   of	
�   Manuscripts

2.1.	
�   	
�    Thorough	
�   scientific	
�   review	
�   is	
�   in	
�   the	
�   interest	
�   of	
�   the	
�   scientific	
�   community.

2.2.	
�    A	
�   thorough	
�   review	
�   must	
�   include	
�   consideration	
�   of	
�   the	
�   ethical	
�   dimensions	
�   of	
�   a	
�   
manuscript	
�   as	
�   well	
�   as	
�   its	
�   scientific	
�   merit.

2.3.	
�   	
�    All	
�   scientists	
�   are	
�   encouraged	
�   to	
�   participate	
�   if	
�   possible	
�   when	
�   asked	
�   to	
�   review	
�   a	
�   
manuscript.

2.4.	
�   	
�    Anonymity	
�   of	
�   reviewers	
�   should	
�   be	
�   preserved	
�   unless	
�   otherwise	
�   stated	
�   in	
�   the	
�   guidelines	
�   
for	
�   authors	
�   and	
�   for	
�   reviewers,	
�   or	
�   unless	
�   a	
�   reviewer	
�   requests	
�   disclosure.

2.5.	
�   	
�    Reviewers	
�   should	
�   be	
�   chosen	
�   for	
�   their	
�   high	
�   qualifications	
�   and	
�   objectivity	
�   regarding	
�   a	
�   
particular	
�   manuscript.

2.6.	
�   	
�    Reviews	
�   should	
�   not	
�   contain	
�   harsh	
�   language	
�   or	
�   personal	
�   attacks.

2.7.	
�   	
�    Reviews	
�   should	
�   be	
�   prompt	
�   as	
�   well	
�   as	
�   thorough.

2.8.	
�   	
�    Reviewers	
�   must	
�   not	
�   use	
�   non-public	
�   information	
�   contained	
�   in	
�   a	
�   manuscript	
�   to	
�   advance	
�   
their	
�   own	
�   research	
�   or	
�   financial	
�   interests.

2.9.	
�   	
�    Information	
�   contained	
�   in	
�   a	
�   manuscript	
�   under	
�   review	
�   is	
�   confidential	
�   and	
�   must	
�   not	
�   be	
�   
shared	
�   with	
�   others.

http://www.sfn.org/index.cfm?pagename=responsibleConduct_reviewersOfManuscripts/

 inaccurate reporting of conflicts of interest, contributors/
authors; and

 the failure to mention important prior work, either by others 
or by the researcher submitting a paper for publication.

 

 

Chapter	
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10c. Judging importance

 Assuming a researcher could carry out a proposed research 
project, is it important to do so?

 Are these research results important enough to publish?

 Has a researcher made important contributions to a field of 
study?

 Is this evidence important enough to be used in setting 
policy?

 the stature of the researcher who conducted the research or 
the institution at which the research was conducted;

 country of origin;

 a preference for one research method over another, e.g., a 
clinical versus a laboratory approach; and

 the outcome of the studies under review.
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important  

 

transparent
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10d. Preserving confidentiality

 grant reviews,

 manuscript reviews, and

 personnel reviews.

 

 

not acceptable

 ask students or anyone else to conduct a review you were 
asked to do;

 use an idea or information contained in a grant proposal 
or unpublished manuscript before it becomes publicly 
available;

 discuss grant proposals or manuscripts you are reviewing 
with colleagues in your department or at a professional 
meeting;

 retain a copy of the reviewed material (generally manuscripts 
and grant proposals should be shredded or returned after the 
review is complete); and

 discuss personnel and hiring decisions with colleagues who 
are not part of the review process.
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Questions for discussion

1  What should researchers or students do if a colleague or 
mentor asks them to take a look at a manuscript they have 
not been authorized to review?

2  What information contained in a manuscript or proposal 
should reviewers be expected to check?

3  Should peer review be anonymous?

4  How can researchers who sit on committees that advise on 
research directions separate their own interests from the best 
interests of the field they are helping shape?

5  What would happen if the public lost confidence in peer 
review and looked for other mechanisms to judge the quality 
and importance of research?

Chapter	
�   10:	
�   Peer	
�   Review
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Research

Resources

Policies, Reports, and Policy Statements

Uniform 
Requirements for Manuscripts Submitted to Biomedical Journals

NIH Guide – Objectivity in Research

Guidelines for the Responsible 
Conduct of Research: Right and Responsibilities of Peer Review

General Information Web Sites

Home Page

Peer Review Policy and Issues

Additional Reading

Science and Engineering 
Ethics

Journal of the American Medical Association

Journal of the American Medical Association

Journal of the 
American Medical Association

Journal of the 
American Medical Association
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AIDS Education and Prevention

Journal of the American Medical Association

Journal of 
General Internal Medicine

Science and Engineering Ethics

Journal of the American 
Medical Association

Journal of the 
American Medical Association

Peer Review in the Health Sciences

Journal of the American Medical 
Association

Journal of the American Medical Association

Journal of the 
American Medical Association

British Medical Journal 

Journal of the American Medical Association 

Journal of General Internal Medicine

Chapter	
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�   Review
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musts and shoulds
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 I already have enough information to know what the results 
will be, so there is no need to run the controls again, even 
though they did not give me the expected results the first 
time.

 No one funds truly exploratory research, so the only way to 
test new ideas is to use funds from an existing grant, even 
though these funds are for other work.

 If my bosses read my research papers rather than counting 
them, I wouldn’t have to publish the same research twice or 
chop it up into small, insignificant pieces.

 Given the competition in this field, you cut your own throat if 
you share your methods and information with colleagues too 
freely.
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 They will cut off my funds if I report these results, so for the 
good of my laboratory and staff I should sit on them for a 
while longer.

 I know my research is not going to harm anyone, so why 
waste my time and the time of the IRB getting permission.

 

ORI Introduction to 

RCR
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Resources

Additional Reading

Academic Radiology

Academic Medicine

 
Science and Engineering Ethics

Journal of Bone 
and Joint Surgery

Science and  
Engineering Ethics

Academic 
Medicine

Family Medicine

 

Annals of Emergency Medicine

 
Academic 

Medicine

Journal of Bone 
and Joint Surgery

 

American Journal of 
Roentgenology

Spine

 
 

Annals of Internal Medicine



Notes



Notes





8 9 4 6 2 6


