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TOPICS
RESEARCH COORDINATOR TRAINING
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REGULATORY BINDER
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RECRUITMENT & RETENTION
PARTICIPANT COMMUNICATION

BUDGET MONITORING
INCENTIVES
RESOURCES

CERTIFICATION
CAREER PROGRESSION
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COORDINATOR TRAINING
• Complete IRB Human Subjects compliance modules (on the IRB 

homepage; training link on left menu) Bookmark IRB page
• Attend the eIRB 101 course (eIRB homepge; training link on left menu; 

eIRB training)
• Good Clinical Practice (GCP) Training -- (IRB homepage; training link on 

left menu)
• Fundamentals of Research Coordination 

(https://learn.nursing.jhu.edu/face-to-face/courses/research-
coordinator/)

• Introduction to Clinical Research (Intermediate to Advanced course) 
https://ictr.johnshopkins.edu/study_team/training-education/introduction-to-clinical-research-summer-
course/

https://learn.nursing.jhu.edu/face-to-face/courses/research-coordinator/


THE GRANT HAS BEEN FUNDED
• PI Receives the Notice of Award
• Read the grant
• Draft SOP’s based on grant application 

sections: recruitment, intervention, data 
collection (the grant describes what you’re 
going to do; the SOP’s describe how you’re 
going to do it – who, what, where, when, how, 
with what)
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STUDY COORDINATION
• Create basic file folders; grant, recruitment, data, intervention, manuscripts, articles, IRB, sponsor, 

SOP’s, Regulatory Binder, study instruments
• Obtain names of the key players to arrange the weekly Study Team meeting (Teams Board, Zoom)
• Arrange quarterly meetings with you, the PI and Budget Analyst.  Ask Sr. GCA to explain the monthly 

statement to you; spending limits; types of supplies ok’d for purchasing
• Ask the Business Office about options for purchasing supplies, services and participant incentives 

needed to carry out the study
• Order supplies/services for recruitment, intervention, data collection
• With assistance of the PI and study team, begin fine tuning SOPs drafts.  If using technology, take 

screenshots for the operations manual
• Create a manual of operations and procedures using the SOPs
• The PI may want your assistance with the IRB application.  Forms such as eForm A, consents, 

telephone scripts can be found on the IRB website, forms link. 
https://www.hopkinsmedicine.org/institutional_review_board/forms/
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TRACKING (Milestones and IRB Actions)
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Milestones IRB Actions



TRACKING
SOURCE DOCUMENT
• Used to record all participant communications. Create a table/form for 

each participant.  Should be shared on a platform like OneDrive so that it 
can be updated by study team members.
– Name
– Date
– Nature of communication; when calling about data collection, record the data 

collection time point
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TRACKING
RECRUITMENT TRACKING
Some of the categories below will be important for IRB 
reporting, clinical Trials reporting and paper writing, and 
consort flow diagram

– Assessed for Eligibility/Screened
– Recruitment Source
– Excluded/Ineligible (why)
– Randomized (if applicable)
– Number randomized to each group (if 

applicable)
– Intervention dates for each subject
– Number completed intervention
– Number discontinued after randomization

8



TRACKING

Manuscript Table >
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Specimen Collection  >



TRACKING
Protocol Deviation- used to record minor departures from the protocol such as missed study visits; consent 
issues; 

Checklists and Templates-
https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/researchers_tool_kit/templates_checklists_logs.pdf
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Note to File   
Used to add the protocol deviation in the participants 
record

Adverse Events – Attach to Continuing Review Report. A 
adverse events form can be created in your study database in 
addition to this form

TRACKING



REGULATORY BINDER
The regulatory binder can be a physical binder or it can be digital.  If it’s digital it 
should contain the same sections as a physical binder.  
Additionally, add sections for DSMB and randomization. Create a table and include 
study team training documentation in the binder (consenting, screening, intervention, 
data collection, license & certification renewals, etc).  DSMB and Randomization

JHU SOM eIRB Path to Sample Forms:
IRB homepage, about the IRB, Compliance Monitoring Program, Researcher’s Toolkit, 

Standard Operating Procedure Templates and instructions
https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/researchers_tool_kit/index.htm
l
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https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/researchers_tool_kit/index.html
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REGULATORY BINDER – Recommended Contents



STANDARD OPERATING PROCEDURES/OPERATIONS MANUAL

SOPs serve as a reference of detailed procedures.  Useful for new team members; creates 
uniformity in study procedures; demonstrates adherence to institutional guidance; lends itself to 
intervention fidelity and replicable research.  A protocol should be developed for all study 
procedures.  Typical operating procedures:
• Screening/Eligibility Assessment
• Protocol Deviations
• Adverse Events
• Consenting and Documentation of Consent
• Data Collection
• Biospecimen collection (if applicable)
Source -
https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/resea
rchers_tool_kit/standard_operating_procedure.pdf
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https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/researchers_tool_kit/standard_operating_procedure.pdf


DEVELOPING STANDARD OPERATING PROCEDURES/OPERATIONS MANUAL
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DEVELOPING A MANUAL OF 
OPERATIONS / PROCEDURES MANUAL 

Use the table of contents as  guide to 
developing your Operations Manual 
and developing SOPs          >>

Excerpted from: National Institute of Arthritis and 
Musculoskeletal and Skin Diseases
Website for pdf of complete manual: 
https://www.niams.nih.gov/grants-
funding/conducting-clinical-research/trial-policies-
guidelines-templates/data-safety-monitoring-
guidelines-policies/clinical-study-templates-forms
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DATA COLLECTION
• Redcap – https://redcap.jhu.edu/

– 3 pricing plans; bronze, silver, gold (should have been budgeted for in the grant 
proposal)

– different levels of support; bronze has low level support- a group zoom meeting 
held once or twice per month. Silver and Gold plans can receive support through 
ticket system within the platform

– Great for longitudinal studies
– ask for a development account so you can practice
– Training videos available within the platform; also on Youtube
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DATA COLLECTION
• Qualtrics
- Contact IT to set up account; found at myJH under School of 

Nursing tab
- Free to use for SON
- Great for small pilot studies; pre-post assessments
- Support is within the platform (Help button, single sign-on, nursingjhu)
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DATA COLLECTION
Recruitment:
-Screening & Enrollment data can be collected in Qualtrics, Redcap, or Excel
-Typical Fields: Recruitment source, eligibility status, screening status, study status, randomization 
group, date of screening, consent date, intervention completion status 

Retention Methods:
Continued contact outside of data collection and intervention allows you to keep contact information 
up to date which is especially useful for longitudinal studies and transient populations.  You’ll be 
aware of change in contact information between data collection periods and may have a better 
chance of reaching backup contacts to get a message to the participant.
-Holiday, Birthday, Special Occasion via cards/text/email
-Incentives
-Data Collection Reminders
-Intervention reminders
-Backup contacts (at least 2 people)
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Participant Communication Options
Video Call Options:
• Zoom (HIPAA compliant)

Audio Call Options: comparison video https://www.softwaresuggest.com/compare/grasshopper-vs-telzio)

• Grasshopper
• Telzio
• Ring Central
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https://www.softwaresuggest.com/compare/grasshopper-vs-telzio


In-person Participant Visits

Discuss Mileage and Overtime/Extra Hours with the PI

• Non-exempt employees are paid for all hours worked. Non-exempt employees will receive additional 
compensation for hours worked over their assigned work schedule. For example if you are hired and 
scheduled to work a 28 hour work week and are approved to work additional hours you will be 
compensated accordingly. Supervisors must send an email to son-hr@jhu.edu to report the additional 
hours worked so the employee will be compensated. 

• Track mileage on a spreadsheet (at a minimum, date, miles, participant name/number should be documented)  
Contact Judi Damask or Ronnie Medina for mileage reimbursement rate and how often you should submit 
documentation for reimbursement.

• For safety, visits should be conducted in pairs.  If that isn’t possible, the PI and another team member should be 
informed of who you’re visiting and where they live, especially if you’re conducting participant visits during 
non-work hours.  This should be part of your visit standard operating procedure. 
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STUDY BUDGET
Create a budget folder
• Sr. Grants and Contracts Analyst and study can be used as a guide to what supplies and services are 

allowable/unallowable; understanding your monthly statement; understanding fringe, f&a, effort.
• Purchasing goods and services; options for incentives – Judi Damask and Ronnie Medina
• Use excel to document Incentives dispersed (participant, vendor, when, how much, description)
• Use excel to document Purchases and payments to vendors/independent contractors (vendor, amount, 

quantity, description)
• Create folder for Vendors. Store independent contractor invoices, contractor agreements. Document date paid, 

amount, description of service. Read the contract and be mindful of contract period and that invoices are paid 
on time and within the contract period

• Save Receipts
• Monitor expenditures to assure expenses appear on the monthly statements, and amounts on the statements 

match the receipts. If not let your Sr. GCA know immediately
• Keeping your budget on track: use your grant application as a guide as to what you said you would purchase.  
Things that can impact the study budget: Delays in hiring staff, not hiring staff at capacity listed in application, 
delays in paying incentives, delays in purchasing goods and services.
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Participant Incentive options
• eGiftcards
• Giftcards (Visa*, Amazon, Target, Walmart)
• Tango cards (bulk purchase of eGiftcards)
• Bank of America debit cards
• Giant Foods & Safeway
• Sam’s Club (plastic  & e-card)

Contact Judi Damask in the Business office for procedure to purchase and 
other available options
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CERTIFICATION
• ACRP - https://acrpnet.org/certifications/
• SOCRA – https://www.socra.org/certification/at-home-ccrp-testing/
• Science of Clinical Investigation Training Program -

https://ictr.johnshopkins.edu/study_team/training-education/science-of-clinical-
investigation-soci-training-program/

RESEARCH ADMINISTRATION 
• Society of Research Administrators International -

https://www.srainternational.org/home
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RESEARCH COORDINATOR PROGRESSION
• Research Program Coordinator
• Sr. Research Program Coordinator
• Sr. Research Program Coordinator II
• Other succession options after Research Coordinator:
Research Administration, Program Administrator, Project Manager, Data Manager, 
Data Analyst, Research Associate, Regulatory Specialist, Compliance Specialist, 
Statistician, and positions within the ICTR, IRB

WHEN THE FUNDING ENDS 
• Coordinators usually start looking to transition to another position 6 months – 1 

year before the funding ends
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RESOURCES
• Kimberly Hill, khill2@jhu.edu, Research Startup Specialist, Nursing Office of Research 

Administration
• IRB Questions – jhmeirb@jhmi.edu
• eIRB Researcher’s Toolkit (checklists, logs and SOP templates and instructions, GCP checklist) 

https://www.hopkinsmedicine.org/institutional_review_board/about/compliance_monitoring/researchers_tool_kit/index.html

• SAFE Desktop – Cloud based HIPAA compliant platform to analyze and share data 
(https://ictr.johnshopkins.edu/programs_resources/programs-resources/i2c/secure-research-data-desktop/

• Clinical Trials.gov Registry - to register human subject trials that assess a health outcome.  (your 
PI may or may not ask you to assist with– must first email to request log-in information Go to PRS -
ClinicalTrials.gov

• NORA (formerly OSI)  son-innovation@jhu.edu; 
https://nursing.jhu.edu/faculty_research/research/osi/

• Welch Library classes- https://welch.jhmi.edu/featured/classes
• Assistance with literature reviews – Stella Seal
• How to write an article – contact me for a Powerpoint
• Data Services classes - https://dataservices.library.jhu.edu/training-workshops/
• ICTR Resources - https://ictr.johnshopkins.edu/study_team/training-education/
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EVALUATION

Please answer 4 short questions to help us better serve you.
If this link doesn’t work, please copy and paste into your browser

https://nursingjhu.qualtrics.com/jfe/form/SV_ePMJfXpOxzliroG

.

https://nursingjhu.qualtrics.com/jfe/form/SV_ePMJfXpOxzliroG


Leading the way in education, research and practice – locally and globally.
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