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Sclentific Integrity.

Intramurall scientists at the NIH shoeuld' lbe
committed to the responsible use of the pProcess
KINOWIRI as the scientific methoed! te seek new.
Knowledge. All'research stafi i the Intramural
Research Program should maintain exemplany
standards of intellectuall henesty: In fermulating,
conducting and presenting research as; befits
the leadership role of the NiH.




WhNAIS Seientific Integriity: Se Impoertant?

Tfhe scientific community’ and the general public
rghtly: expect adnerence to exemplary
standards of intellectuall honesty: In the
fermulation, conduct, and repolting ofi SCIentific
iesearch.

Without a high standand of Scientific lintegrity,
the scientific cemmunity’ and general public may
pecome victims ofi Scientific Misconaduct.




What Is Scientific, Misconduict?

* Fabrication — making up data er results and

[ecorading| or repoerting them

= Ealsification — manipulating| researnch materials,
equipment, O PrOCESSES, Or changing or emiting
data or results such that the researnch Is net

accurately represented in the researech record

* Plagiarism| — the apprepriation ofi another persen's

ideas; pPrecesses, results, or werds, without giving

appropriate credit




Sclentifie Misconduct

> Sclentific misconduct dees; not Include

leNEst ener or difference ofi opInion

= Sclentific collaboraters cannet plagiarze

fromi each other

* uthrin science Is the goal of the discipline -

o) lie’ about What one has dene Is te put a

knife In the heart of the prefession!




A Real-life Example of Misconduct

* A clinician involved In several different clinical
protocols admitted to falsifications and
fabrications of clinical results.

* The finding of misconduct resulted in a 366-
day

Federal prison term for him because his
actions led to loss of government funds,

obstruction of justice, and abuse of a position
of trust.




Why dees thisi matter?

Inaccurate infermation reganding patient status
and date off death| could result 1n an evVer- or
Under-estimate of treatment benefits,

especially when length of survival and length

Of disease-firee survivall are end-points




Mentor-Trainee Relationship

TThe goals of a mentor-trainee relationship
are to ensure that fellows receive the best
possible training 1N how: tor ceonduct
iesearch and how to develop and achieve
career goals.

Mentoring and being mentored are life-
longl essential cemponents of
preressional life.




Data Managemeni

Sclentific data may: be divided! inte S categoeries...

* Experimental protecels
= Primary data - includes the fellewing....
— Raw and precessed data
— Statisticall calculations
— Phoetegraphic Images
— Electronic files
— Patient records
* Procedures ofi reduction andanalysis




Any individual invelved in the development
anad/or execution off an experiment and
Subseguent data precessing Is responsible
fior thie accuracy of the scientific data.

TThese individuals may include; in additien
to the person respoensible for executing the
experiment:

* Principal investigator
* Poestdocteral fellow
* Student

* Research assistant
* Other suppert staff




Data collected at the NI, as well as
laboratery netehooks and research
iecords, beleng to the NIH, and should be
fetained for a period of time sufficient to
allow! for:

* Eurther analysis of the results
* Repetition by others ofi puklished material

Clinical data shoeuld be retained as directed: by
federall regulations

NIH requires that all data and laboratory

notebooks be retained for 7 years



Peer review s the critical evaluation,
conducted by Gne or mere experts in the
ielevant field, of either a scientific
decument- SUChIas a research alticle
submitieadl for puklication, a grant
proposall, or a study. pretecol - or a
[esearch program.




Reguisite elements ol peer review include:

*

revieEwWers must be experts In the relevant
subject areas

evaluation' shieuldibe: thoroughiand _
objective; and based solely on the material
Under review and published matenal

evaluation should be fair and unprejudiced;
ieal or perceived conflict of interest should
e aveided

ieviews are usually: conducted
anoenymously.




Collaborative Science

Research collaboerations facilitate pregress
and should be encouraged.

fhe greund rules for collaboerations, Including
authorshipiissues, sheuld be discussed openly.
amoeng alll participants from the Beginning.

According to the Guidelines for the: Conduct of
Research, all research data should be made
avallable to scientific collaborators.




NIH OEEICE OF THE ONMBUDSMAN
Core Issues for Scientific Collaborators

Overall Goals
Who Will Do What?

Authorship, Credit

Contingencies & Communicating




PUBLICATION PRACTICES &
AUTHORSHIP

Publication of results fulfills eur
iespoensinility ter communicate research
findings to the scientific community.

Publication of clinical studies also;fulfills oun
iesponsibility tor have a scientific benefit In
et for putting) human subjects at risk.




Wiy IS puklication Semperiant for SCIEntists?

*

Publications share findings that benefit
soclety and premote human health

Publications establish scientific prnciples
Credit for a discevery belongs to the first 1o
puUBlish

Reputations and research funding are hased
On the number and Impact of publicatiens

Prestigious; positions are gained through
leputation and publications




Other than presentations at scientific
Meetings, publication: in:a scientific jourmal
shoeuld nermally be the mechanism for the
first public disclesure of new: findings.

Why?

[Aniexception may: be approprate When
Seropus public healthl or safety ISSUEs are
iInvolved.|




Timely publication ofi new’ andl significant results
IS Important el the progress ofi SCIEnce

BUT

* each publication should make a substantial
contrbution to Its field

* each paper should contain all the
Information necessary. for ether seientists to
iepeat the work because the principal
method of scientific venfication|Is the: ability
of others te replicate the results




AUthiership is:

> the primany mechanismi for determining the
allecation of credit for scientific advances
and thus the prmary. basis fer assessing a
scientist's contributions te develeping new
knowledge.

As such, it potentially conveys great benefit, as
well as responsibility.



Authoership invelves:

* the listing ofi the names ofi participants Inall
communications to scientific colleagues (oral or
Wiritten) conceming experimentali results and their
Interpretation, vased on signiiicant contibutions to
the conceptualization, design, execution, and/on
Interpretation of the research study: and a
Willilngness to assume respensibility for the study.

* making decisions abkout Who will' be the first auther,
the senier auther, and the commespending author




How! else s credit established
pesides authorship 2

Acknewledgments - for individuals who have
provided encouragement and advice about the study,
editerial assistance, technical support, 6r Space,
financiall support, reagents, or SpPeCImens.

e use of anyone else’s discovernes, Words, ideas,
data, oK analyses must be cited ina way/ that ethers

can find the reference and see the contribution.




When should authorship ISSUes; he
discussed?

* [Each research group should freely discuss and
iesplve guestions of authorship befere and
during| the course of a study/.

» [Each author shoeuld review: fully matenal that Is
101 be presented Inl a public forum: or submitted
(eriginally’ or in  revision) for publication.

* Each authoer sheuld indicate willingness to
support the general conclusions of the study.
pefore Its presentation or submission.




Annals efi Intermal Medicine Authoership: Critera

Authors should meet all of these critera:

* Concelved and planned the werk,
Or Interpreted the evidence It presents, or boeth

> \Wrote the paper, or reviewed SUCCESSsIve
Versions andl toek part In the revision Precess

* Approved the final version

What s missing frem this list?




Annals efi Intermal Medicine Authoership: Critera

TThe fellewing, by themselves, are net criteria
for authership:

> olding pesition of administrative: leadersnip
* contriduting patients; or reagents

* collecting and assembling data




lirespensiple’ Authorsnip

IHenorary authoership
- an auther wWho' doees not meet the: criteria

Ghest authoership
- fallure to Include as an author someone Who
made substantial contributions to the article

Refusallto accept responsibility for aniarticle
despite ready acceptance of credit

Duplicate and redundant publications

from Rennie et al, JAMA 280:222, 1998




Rennie et al’'s Hypothesis

RESEearch articles in large-circulation
prestigious, medicall journalsiwouldibe more
Ikely terhave honeran/ authers.

Review: articles In smaller-circulation| journals
that puklishi sympesia preceedings would he
more likely terhave ghoest authors.

from Rennie et al, JAMA 280:222, 1998




AUthiership Analysis

Research articles Reviews
IHonoerary. 791 (16%) 61 (26%)
Ghost 65 (13%) 2.3 (10%)

TThe comespondingl authers of 492 research articles
and 240 reviews in: Amer J Cardielogy/,

Amer J'Medicine, Amer JJObGyn, Annals Internal
Medicine, JAMA, and NEJM were surveyed.

from Rennie et al, JAMA 280:222, 1998




Dr. Colleen May Is a participating neurologist in
a clinical trial to assess the efficacy and toxicity of
a new anticonvulsant medication.

For the duration of the 2-year study, each
neurologist is to meet with each of his/her patients
for an average of 30 minutes per month.

In Dr. May'’s case, this amounts to an average of

20 hours per month.




During each visit, the physicians administer a
variety of specialized tests, requiring judgments

dependent on their experience and training in
neurology.

At the completion of the study,the results are to
be unblinded and analyzed by the project
eaders.

t Is anticipated that at least two publications will
e prepared for the New England Journal of
Medicine.




Dr. May has just learned that she will be listed

In the Acknowledgements, but not as a coauthor

of the manuscript.

Dr. May argues that she has provided nearly
500 hours of her expert time, far more than
needed to complete a publishable study in her

experimental lab.

Does Dr. May have a case for authorship?




