CLINICAL RESEARCH

LET'S GET STARTED!

HOW TO BEGIN CONDUCTING CLINICAL STUDIES AT YOUR SITE

6 KEY AREAS*
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ETHICS &

RESEARCH TEAM &
STAFFING

ELEMENTS

+ Workforce & Hiring
+ Experience
¢ Training & Mentorship

USEFUL RESOURCES

Clinical Research Team (NIH)
Investigator Training (NIH) ;
Clinical Investigators Training
(CITI)

Clinical Research Nurse (NIH)
Research Coordinator Training
(ISCORE-RC) ; Clinical Research
Coordinator Training (CITI)
Good Clinical Practice (CITI) ;
GCP / CGMP (NIH)

FDA Product Regulation (FDA)
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STUDY SITE
INFRASTRUCTURE &
BUDGETING

e Study budgeting

» Sites & facilities

e Operational infrastructure

e Equipment & maintenance

+ Information storage

¢ Record keeping

* Physical & digital security

+ Technology capabilities

+ Managing conflicts of interest

Study Budgeting (NIH) ; Webinar ;
Template (NIH)

Clinical Research Infrastructure
(AHRQ/HHS)

Electronic Source Data Guidance
(FDA)

Electronic Systems, Electronic
Records, and Electronic
Signatures Webinar (FDA)
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STUDY MANAGEMENT

» Standard operating
procedures

¢ Oversight

¢ Study initiation, conduct, and
close-out

¢ Study recruitment & retention

e Material handling

¢ Documentation

Standard Operating Procedures
(ISCORE-RC)

Sample SOPs (NIH)

Study Participant Selection
Slides (NIH) ; Webinar Pt 1; Web
Pt 2 ; Web Pt 3 (NIH)

Inclusion in Clinical Research
Slides Pt1; Pt 2; Pt 3; Pt 4 (NIH)



https://www.youtube.com/watch?v=k4csVvp1ZyU
https://ocreco.od.nih.gov/courses/ippcr.html
https://about.citiprogram.org/blog/training-clinical-investigators-with-citi-program-courses/
https://about.citiprogram.org/blog/training-clinical-investigators-with-citi-program-courses/
https://www.youtube.com/watch?v=aYU7DGIQECU
https://about.citiprogram.org/course/good-clinical-practice-basic-fda/
https://www.iscorerc.org/research-coordinator-training
https://www.canva.com/link?target=https%3A%2F%2Focreco.od.nih.gov%2Fcourses%2Fippcr.html&design=DAGLKeHRuwA&accessRole=owner&linkSource=document
https://about.citiprogram.org/series/clinical-research-coordinator-crc/
https://about.citiprogram.org/series/clinical-research-coordinator-crc/
https://about.citiprogram.org/series/clinical-research-coordinator-crc/
https://about.citiprogram.org/course/good-clinical-practice-basic-fda/
https://youtu.be/FJ3R1YA2Nqw
https://www.youtube.com/watch?v=y7n2s2WjKxQ
https://www.youtube.com/watch?v=IHqVoiRGbVY
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Klein%2C%20Phyllis-03-21-16-Full%20Slides_4.pdf
https://www.youtube.com/watch?v=g5XV3YkZf30
http://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/2020-09/Budget_template_v5.xlsx
https://www.ahrq.gov/funding/training-grants/hsrguide/hsrguide3.html
https://www.fda.gov/media/85183/download
https://www.youtube.com/watch?v=Im7TRkOS0mM
https://www.youtube.com/watch?v=Im7TRkOS0mM
https://www.youtube.com/watch?v=Im7TRkOS0mM
https://www.iscorerc.org/sops
https://www.niams.nih.gov/grants-funding/conducting-clinical-research/trial-policies-guidelines-templates/data-safety-monitoring-guidelines-policies/clinical-study-templates-forms
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Stoney%2C%20Catherine-10-27-15-Full%20Slides.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Stoney%2C%20Catherine-10-27-15-Full%20Slides.pdf
https://youtu.be/ee_tto0XoeA
https://youtu.be/ee_tto0XoeA
https://youtu.be/Ba5S35q7szs
https://youtu.be/Ba5S35q7szs
https://youtu.be/uO6MF_9YQG0
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Corbett%20Part%20I%202019%20-%20FINAL508c.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Corbett%20Part%20I%202019%20-%20FINAL508c.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Corbett%20Part%20I%202019%20-%20FINAL508c.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Corbett%20Part%20II%20Inclusion%202019%20-%20FINAL508c.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Noursi%202019%20-%20FINAL508c.pdf

ELEMENTS

USEFUL RESOURCES
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DATA COLLECTION &
MANAGEMENT

Data handling & sharing
Software & systems controls
Data quality

Data transparency
Randomization
masking/blinding &
management

Data Management Overview
Slides (NIH) ; Webinar Pt 1; Web
Pt 2; Web Pt 3; Web Pt 4 (NIH)
Data Quality (NIH)

Electronic Source Data Guidance
(FDA)

Digital Health Tech for Remote
Data Acquisition Guidance (FDA)
RWD/RWE Data Guidance (FDA)
Indigenous Data Governance
Webinar (Collab for IDG)
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QUALITY OVERSIGHT

Quality requirements
Preventive & corrective
actions

Reporting

Quality Management Slides (NIH);
Webinar Pt 1; Webinar Pt 2 ;
Webinar Pt 3 (NIH)

Oversight of Clinical Trials
Guidance (FDA)

Risk-Based Approach to
Monitoring Clinical Trials (FDA)
Clinical Trial Data Monitoring
Guidance (FDA)

Bioresearch Monitoring
Inspections Guidance (FDA)
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ETHICS & SAFETY

Institutional Review Board
(IRB) & Central IRB

Study participant welfare
Informed consent/assent
Safety reporting
Confidentiality & transparency
Participant engagement
Risk/benefit communication
Cultural competency &
relevance

Community engagement

IRB Guidance (FDA)

Informed Consent Guidance
(FDA)

Safety Reporting Slides (NIH) ;
Webinar Pt 1; Web Pt 2 ; Web Pt
3 Web Pt 4 (NIH)

IND Safety Reporting Guidances
(FDA); Webinar (FDA)

Cultural Competency
(JABSOM/UHawaii)

Community Engagement Slides
(NIH) ; Webinar Pt1; Web Pt 2;
Web Pt 3 (NIH)

Other Topics: Legal Issues in
Clinical Research (NIH)

REFERENCES:

*A framework for assessing clinical trial site readiness. Buse et al., 2023
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https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Data%20Management%20Overview_508.pdf
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Data%20Management%20Overview_508.pdf
https://www.youtube.com/watch?v=3PXc2Xi58j8
https://youtu.be/DYT2MmAR53s
https://youtu.be/DYT2MmAR53s
https://youtu.be/hhSM8zrrryU
https://youtu.be/gnpcIU83ToE
https://www.youtube.com/watch?v=GQla5YJt1mg
https://www.fda.gov/media/85183/download
https://www.fda.gov/media/155022/download
https://www.fda.gov/media/155022/download
https://www.fda.gov/media/155022/download
https://www.fda.gov/media/124795/download
https://www.youtube.com/watch?v=AYaJLcckNCY&t=668s
https://www.youtube.com/watch?v=AYaJLcckNCY&t=668s
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Ness%2C%20Elizabeth-02-29-16-Full%20Slides.pdf
https://youtu.be/Cib5-j_R2Tw
https://www.youtube.com/watch?v=3SVjq_tzxNQ
https://www.youtube.com/watch?v=bg0hcuDYXMQ
https://www.fda.gov/media/116754/download
https://www.fda.gov/media/116754/download
https://www.fda.gov/media/121479/download
https://www.fda.gov/media/121479/download
https://www.fda.gov/media/75398/download
https://www.fda.gov/media/75398/download
https://www.fda.gov/media/179027/download
https://www.fda.gov/media/179027/download
https://www.fda.gov/media/77059/download
https://www.fda.gov/media/88915/download
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/IPPCR%20Adverse%20Events%20Reporting_508.pdf
https://youtu.be/lQr3hls5KFY
https://youtu.be/EKh_V5F0ETk
https://youtu.be/XG2JbRhjrCk
https://youtu.be/XG2JbRhjrCk
https://www.youtube.com/watch?v=tywN1bgjIuI
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-reporting-safety-reports
https://www.fda.gov/drugs/news-events-human-drugs/investigator-responsibilities-safety-reporting-investigational-drugs-and-devices
https://rmatrix2.jabsom.hawaii.edu/community-101/
https://rmatrix2.jabsom.hawaii.edu/community-101/
https://ocrtraining.cit.nih.gov/sites/clinicalcenter/files/Comm%20Engagement%20and%20Comm%20Participatory%20Research_508.pdf
https://youtu.be/uBfTBQnElS4
https://youtu.be/IipTaEobh-g
https://youtu.be/A_M-LDIkBwc
https://www.youtube.com/watch?v=j7NWm3eEmZI
https://www.youtube.com/watch?v=j7NWm3eEmZI
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC10346039/
https://www.fda.gov/consumers/minority-health-and-health-equity/reach-consortium

