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Objectives of PresentationObjectives of Presentation

bb The 10 Basic Steps of ResearchThe 10 Basic Steps of Research
bb Focus on Scott & WhiteFocus on Scott & White
bb Role of Clinical Research NurseRole of Clinical Research Nurse

CoordinatorCoordinator
bb Role of Director of ResearchRole of Director of Research



The Ten Steps of ResearchThe Ten Steps of Research

1.  Formulating the research idea1.  Formulating the research idea
2.  Brainstorming idea with team2.  Brainstorming idea with team
3.  Doing a literature search3.  Doing a literature search
4.  Developing the protocol4.  Developing the protocol
5.  The IRC-IRB review5.  The IRC-IRB review



The Ten Steps of Research . . .The Ten Steps of Research . . .

    6.  Project start-up6.  Project start-up
  7.  Project monitoring  7.  Project monitoring
    8.  Data management8.  Data management
  9.  Data analysis  9.  Data analysis
10.  Reporting & dissemination10.  Reporting & dissemination



#1 - The Research Idea#1 - The Research Idea

bb Strive for a Strive for a FINERFINER research research
ideaidea
••FeasibleFeasible
••Interesting to investigatorInteresting to investigator
••Novel & innovativeNovel & innovative
••EthicalEthical
••RelevantRelevant



Research Feasibility . . .Research Feasibility . . .

bb A feasible research:A feasible research:
••Adequate number of subjectsAdequate number of subjects
••Adequate technical expertiseAdequate technical expertise
••Affordable in time and moneyAffordable in time and money
••Manageable in scopeManageable in scope



Novelty & Innovation . . .Novelty & Innovation . . .

bb A novel & innovative research:A novel & innovative research:
••Provide new findingsProvide new findings
••Extend previous findingsExtend previous findings
••Confirm or refute previousConfirm or refute previous

findingsfindings



Relevant Research . . .Relevant Research . . .

bb A research idea with relevanceA research idea with relevance
to:to:
••Scientific knowledgeScientific knowledge
••Clinical & health policyClinical & health policy
••Future research direction(s)Future research direction(s)
••Evidence-based practiceEvidence-based practice



#2 -  The Brainstorming Session#2 -  The Brainstorming Session

bb The Power ofThe Power of
BrainstormingBrainstorming

bb What to do for aWhat to do for a
successfulsuccessful
brainstormingbrainstorming

bb What to do afterWhat to do after
the brainstormingthe brainstorming
sessionsession



The Power of Brainstorming . . .The Power of Brainstorming . . .

bb Produce most ideas in shortest timeProduce most ideas in shortest time
bb Reduce negative reactions to newReduce negative reactions to new

ideasideas
bb Provide team members with anProvide team members with an

equal opportunity to create ideasequal opportunity to create ideas
bb Increase participation andIncrease participation and

involvement among team membersinvolvement among team members



For a Successful Brainstorming . . .For a Successful Brainstorming . . .

bb Record all ideas on a flip chart !Record all ideas on a flip chart !
bb Solicit ideas re: quantity; not quality !Solicit ideas re: quantity; not quality !
bb Defer all judgment and evaluation !Defer all judgment and evaluation !
bb Welcome wild ideas !Welcome wild ideas !
bb Encourage building on ideas ofEncourage building on ideas of

others !others !
bb Stimulate participation by givingStimulate participation by giving

each member a chance to contribute !each member a chance to contribute !



After the Brainstorming . . .After the Brainstorming . . .

bb Review suggested ideas and groupReview suggested ideas and group
similar items together !similar items together !

bb Select ideas that seem to be mostSelect ideas that seem to be most
workable !workable !

bb Ensure a fit with organizationalEnsure a fit with organizational
mission & goals !mission & goals !

bb Keep rest of list for future referenceKeep rest of list for future reference
!!



#3 - The Literature Search#3 - The Literature Search

bb On-Line searches: e.g., Medline,On-Line searches: e.g., Medline,
PubmedPubmed

bb Manual search at libraryManual search at library
bb Phone calls to experts/authorsPhone calls to experts/authors
bb Use the [Use the [See Related ArticlesSee Related Articles]]

feature in Pubmedfeature in Pubmed



#4 - Development of the Protocol#4 - Development of the Protocol

bb WhatWhat question(s) will the study question(s) will the study
address?address?

bb WhyWhy are these questions important? are these questions important?
bb HowHow will the study be carried out? will the study be carried out?
bb WhoWho are the subjects …  are the subjects … howhow selected? selected?
bb WhereWhere will the study be carried? will the study be carried?
bb WhatWhat measurements will be made ... measurements will be made ...

whenwhen??
bb HowHow large is the study ...  large is the study ... howhow



#5 - IRC-IRB Review#5 - IRC-IRB Review

bb IRC Review at Scott & WhiteIRC Review at Scott & White
••The The scientificscientific  meritmerit of the protocol of the protocol
••Intra-mural funded projectsIntra-mural funded projects

bb IRB ReviewIRB Review
••The The ethicsethics of the protocol of the protocol
••Intra- & extra-mural fundedIntra- & extra-mural funded

projectsprojects



#6 - Project Start-Up#6 - Project Start-Up

bb Involves & requiresInvolves & requires
••Proper planningProper planning
••Adequate personnelAdequate personnel
••Check-list of relevantCheck-list of relevant

activitiesactivities
••Copies of study protocolCopies of study protocol



Project Planning . . .Project Planning . . .

bb ProperProper
bb PriorPrior
bb PlanningPlanning
bb PreventsPrevents
bb PoorPoor
bb PerformancePerformance



Project Personnel . . .Project Personnel . . .

bb MentorMentor
bb Research NurseResearch Nurse
bb LibrarianLibrarian
bb Fiscal (budget)Fiscal (budget)
bb BiostatisticianBiostatistician
bb SignificantSignificant

othersothers



#7 - Project Monitoring#7 - Project Monitoring

bb Research project managementResearch project management
•• Leadership qualitiesLeadership qualities
•• Open line of communicationOpen line of communication
•• Ability to negotiate, e.g., w/ sponsorsAbility to negotiate, e.g., w/ sponsors
•• Problem-solving skillsProblem-solving skills

bb Quality control measuresQuality control measures
•• Field validation of responsesField validation of responses
•• Follow-back validation of responsesFollow-back validation of responses



#8 - Data Management#8 - Data Management

bb Software choiceSoftware choice
••Type of analysis plannedType of analysis planned
••Data entry proceduresData entry procedures

bb Quality assurance measuresQuality assurance measures
••Reliable data entry, editing &Reliable data entry, editing &

cleaningcleaning
••Double data-entry validationDouble data-entry validation

proceduresprocedures
••Imputation of ‘obvious’ missing dataImputation of ‘obvious’ missing data



#9 - Data Analysis#9 - Data Analysis

bb Software choiceSoftware choice
bb Type of variablesType of variables

•• Continuous Continuous versusversus discrete discrete
•• Normal Normal versusversus skewed distribution skewed distribution

bb Plan of analysisPlan of analysis
•• Univariate analysisUnivariate analysis
•• Bivariate analysisBivariate analysis
•• Multivariate analysisMultivariate analysis



#10 - Reporting & Dissemination#10 - Reporting & Dissemination

bb Technical/Project reportsTechnical/Project reports
bb Monographs (non-technical)Monographs (non-technical)
bb Peer-reviewed abstractsPeer-reviewed abstracts
bb Peer-reviewed manuscriptsPeer-reviewed manuscripts
bb Newsprint (non-technical)Newsprint (non-technical)



Role of Clin. Res. CoordinatorRole of Clin. Res. Coordinator

bb Literature search from libraryLiterature search from library
bb Medical records issuesMedical records issues
bb Assistance with writingAssistance with writing

protocolprotocol
bb Meeting arrangementsMeeting arrangements
bb Consent formConsent form
bb IRC/IRB formsIRC/IRB forms



Role of Clin. Res. CoordinatorRole of Clin. Res. Coordinator

bb Budgetary issuesBudgetary issues
bb Make changes to IRC/IRBMake changes to IRC/IRB
bb Maintenance of research filesMaintenance of research files
bb Preparation of research packetsPreparation of research packets
bb Data collectionData collection
bb Time line issuesTime line issues


