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Learning Objectives 
By the end of this presentation, you will be able to:  

ÅIdentify requirements for human subjects research 
training. 

ÅDescribe the structure of the CITI Program training. 

ÅIllustrate how CITI Program content may be used by 
the IRB to address researcher non-compliance. 

ÅUtilize the CITI Program tools to best meet training 
needs. 

 



Quick Poll  

ÅWhat is your role in research here at UM/JHS? 

ïIRB Administrator / Staff 

ïIRB Member 

ïResearcher 

ïCompliance Officer 

ïGrad Student 

ïSomething else? 
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²ƘŀǘΩǎ Ƴȅ ǊƻƭŜΚ 

Å5 years at the UM HSRO as an IRB analyst 

ïReviewed over 600 items/year 

ïRan 12 IRB meetings/year 

ïWorked mainly with biomedical IRB-B 

ÅJoined CITI Program in March 2014 

ïContent management and development for HSR/GCP 

ïAssisting institutions to determine best training options for 
their needs 

ïReview learner feedback quarterly 



REQUIREMENTS FOR HUMAN SUBJECT 
TRAINING AND EDUCATION 



Why do you need training? 

- Human research in the past has not always 
been ethical 
- Nuremberg 

- U.S. Public Health Service (PHS) Study of Untreated Syphilis 

- STD Research in Guatemala 

Å Issues in research today require ethical 
reasoning 



Goal of Training  = Subject Safety 

Who contributes to ensuring subject safety? 

- Regulations (21 CFR, ICH, Standards, Local 
Law) 

- IRB/IEC 

- Sponsor 

- Research team (PI, CRC, study staff) 

 



Training is required by: 

ÅFederal Agencies 

ÅInstitutional / Organization 

ÅSponsors 

ÅGCP guidelines 

ÅProfessional Certifications / Boards 



Example 1: UM/JHS- Required training 

ÅUM has an education policy that requires all 
UM/JHS human subjects researchers to 
complete training in Human Subjects 
tǊƻǘŜŎǘƛƻƴ ǊŜƎŀǊŘƭŜǎǎ ƻŦ ǘƘŜ ǊŜǎŜŀǊŎƘŜǊǎΩ 
funding source, or study risk-level 



UM HSRO Policy: HRP-101  

Education and Training 

IRB members, IRB staff, and others involved in the 
review of Human Research must complete initial and 
continuing training. 

Investigators and research staff must complete the 
initial and continuing training described in the 
INVESTIGATOR MANUAL (HRP-103). 

 



Avoiding delays  

Until researchers are 
ǘǊŀƛƴŜŘΣ ǘƘŜȅ ŎŀƴΩǘ ǿƻǊƪ ƻƴ 
the research study.  
 
In my experience at the 
HSRO, this caused an 
avoidable delay in 
researchers receiving their 
IRB approval letters.  
 
Make sure your training is 
both complete and current. 
 



Example 2: GCP  

The principles of ICH GCP E6 include: 

ÅEach individual involved in conducting a trial 
should be qualified by education, training, and 
experience to perform his or her respective 
task(s). 

 

 

 

 

(International Conference on Harmonisation of Technical Requirements for Registration of Pharmaceuticals for Human Use (ICH). 1996. "ICH 
Harmonised Tripartite Guideline: Guideline for Good Clinical Practice E6(R1)." Accessed February 16, 2015.) 

http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf
http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E6/E6_R1_Guideline.pdf


Training and Education are not 
Everything  

ÅTraining is important, but so is mentoring  

ÅWeb-based modules are not meant to be the end-all 
of research ethics education 

ÅCompetency based assessments should still be used 
in research roles 

ÅThe use of knowledge based assessments 
(completion quiz) can help assess if learners know 
the material 

 



Proactive Measures to Increase 
Compliance 

ÅTraining and education 

ÅCompliance is bred in a proactive environment 

ïThe culture of being able to ask questions 

ïTraining sets up-front expectations and increases 
consistency of knowledge for everyone 

ï¢ǊŀƛƴƛƴƎ ŘƻŜǎƴΩǘ ǊŜǇƭŀŎŜ ŜȄǇŜǊƛŜƴŎŜ  



Who needs training? 

Basically, everyone in research 

 

Researchers, IRB members, IRB admins, CRCs 



Example: For NIH-funded research 
(FAQs) 

Who needs to receive required education on the protection of human subjects? 
Å Individuals who will be involved in the design or conduct of NIH-funded human 

subjects research must fulfill the education requirement.  
Are investigators involved in human subjects research that is described by one or 
more of the exemptions in 45CFR46 required to comply with the education 
requirement? 
Å Yes.  
Does the education requirement apply to Key Personnel involved in human subjects 
research supported by an NIH award if they will not be compensated by the award? 
Å Yes.  
Do Key Personnel on foreign awards or on foreign subcontracts have to comply with 
the education requirement? 
Å Yes.  
Do third party (subcontract) Key Personnel or consultants need to comply with the 
education requirement? 
Å Yes.  



Is not being trained really that bad? 



Example: FDA 483 Observational 
Summaries 

In FY 2014, many FDA 483 Observational Summaries 
of Drug studies cited lack of training. 
 
In drug studies:  
- 33 letters stated that employees engaged in the 

[manufacture] [processing] [packing] [holding] 
of a drug product lack the [education] [training] 
[experience] required to perform their assigned 
functions. 

In device studies:  
- 2 letters stated that the investigator(s) not 

qualified by training to investigate a device 
- 61 letters stated lack of training or inadequate 

procedures for training and identifying training 
needs 

- 38 letters stated lack of training records / 
personnel training is not documented 

- 12 stated that personnel do not have the 
necessary do not have the necessary [education] 
[background] [training] [experience] to perform 
their jobs.  
 



What training resources are available? 

ÅAttend conferences 
ïOHRP (Research Community Forums, Quality Assessment 

Workshops) 

ïPRIM&R 

ïACRP 

ÅWebinars (OHRP, FDA) 

ÅWebsites  
ïOHRP, PRIM&R, NIH, FDA 

ÅWeb-based Learning Modules (CITI Program, NIH 
modules) 

 

 



Human Subjects Research Training 
Available at UM 

ÅCITI Program 

ÅUM HSRO 
ïGrand Rounds  

ÅUM Office of Research ς Research Compliance & 
Quality Assurance (RCQA) 
ï Regular and ongoing human subjects educational training sessions covering 

preparing for an FDA Audit, Responding to FDA Observations, ClinicalTrials.gov, 
etc. 

ÅOHRP Research Community Forum (RCF) ς April 2016  



Save the Date ς OHRP Miami RCF 



CITI PROGRAM TRAINING 



BEFORE I started working here ς 
What I knew about the CITI Program 

ÅYou could call them for help and speak to a 
real person 

ÅThe website got easier to use to check study 
ǘŜŀƳΩǎ /L¢L ŎƻǳǊǎŜ ŎƻƳǇƭŜǘƛƻƴǎ ŀ ŦŜǿ ȅŜŀǊǎ 
ago 

ÅUM has different learner groups for the types 
of human subject research  



т ¢ƘƛƴƎǎ LΩǾŜ ƭŜŀǊƴŜŘΧ 

1. How big is the CITI Program today 

2. ²ƘŀǘΩǎ ǘƘŜ ŘƛŦŦŜǊŜƴŎŜ ōŜǘǿŜŜƴ ǎŜǊƛŜǎΣ ŎƻǳǊǎŜǎ ŀƴŘ ƳƻŘǳƭŜǎ 

3. The additional modules of interest really can be interesting. And 
helpful. 

4. ¸ƻǳ Ŏŀƴ ŀŎŎŜǎǎ ŎƻƴǘŜƴǘ ǘƘŀǘΩǎ ƴƻǘ ƛƴŎƭǳŘŜŘ ƛƴ ȅƻǳǊ ƭŜŀǊƴŜǊ group 

5. The Help Desk does more than help you remember your 
password. 

6. There are different GCP courses and knowing which one to take is 
important. 

7. You can contribute and suggest new content. 

 

 

 



7.2 million courses completed since 2000 

1. How big is the CITI Program today? 

 



CITI Program Stats 

ÅCITI Program is subscription-based 
with over 2900 institutions from 
around the world 

Å~50,000 new learners per month 
complete a CITI Program course 

ÅThere are close to 4.7 million CITI 
Program accounts  

Å73,000 members have logged into 
CITI within the last 30 days 



CITI Program Usage   

3,555 courses were passed per day on average from 2013-2014 
 



UM/JHS learners are using the CITI 
Program 

#3 

Top 5 Institutions Number of Courses Passed 
(Sept 2013-Sept 2014) 

City University of New York 
(CUNY) 

16,298 

Greater Cincinnati Academic 
and Regional Health Centers 

13,740 

University of Miami / Jackson 
Health System 

12,583 

Wayne State University ς 
Detroit, MI 

12,559 

University of Pittsburgh 11,892 

#3 



нΦ ²ƘŀǘΩǎ ǘƘŜ ŘƛŦŦŜǊŜƴŎŜ ōŜǘǿŜŜƴ 
modules and courses and series? 

CITI Program is structured with series, courses, 
and modules.  

 



Modules 

ÅContent is organized into modules which can be thought of as lessons 

ÅModules are generally length-restricted so as to require at most 20 
minutes for the average learner to complete.  

ÅModules typically include a quiz; achieving a passing score is required 
to complete the module 

 



CITI Program Structure  

There are 10 main series: 
ï Animal Care and Use (ACU) 

ï Biosafety and Biosecurity (BSS) 

ï Clinical Research Coordinator (CRC) 

ï Disaster Planning for the Research Enterprise (DPRE) 

ï Export Control (EC) 

ï Good Clinical Practice (GCP) 

ï Good Laboratory Practice (GLP) 

ï Human Subjects Research (HSR) 

ï Information Privacy and Security (IPS) 

ï Responsible Conduct of Research (RCR) 



HSR Series 

Å>134 HSR modules 

ÅHSR Courses include: 
- Biomed Track - Basic and 3 Refreshers 

- Social, Behavioral, and Educational Track 
(SBE) -Basic and 2 Refreshers 

- Institutional / Signatory Official: Human 
Subject Research Course 

- IRB Administration Course 

- IRB Chair Course 

 



GCP Series 
GCP Courses include: 
ïGCP for Clinical Trials with 

Investigational Drugs and Medical 
Devices (U.S. FDA Focus) Course 

ïGCP for Clinical Trials with 
Investigational Drugs and Biologics 
(ICH Focus) Courses -  Basic and 
Refresher 

ïGCP for Clinical Trials with 
Investigational Medical Devices 
Course 

 

Coming soon ς GCP Device Refresher 
Course (Summer 2015) 

 



New ς Clinical Research Coordinator 
(CRC) Course 

Basic CRC Course 
- Intended for CRCs, investigators, and other clinical research 

professionals or those pursuing a career in clinical research. 
- Modules include: 

ï CITI CRC Course: Overview 
ï Planning Research 
ï Funding, Financial Management, and Budgeting 
ï Working with the IRB 
ï Protocol Review and Approvals 
ï Principal Investigator (PI) Responsibilities 
ï Clinical Research Coordinator (CRC) Responsibilities 
ï Sponsor Responsibilities 
ï Informed Consent 
ï Site Management, Quality Assurance, and Public Information 
ï CRC Resources 

 



3. The additional modules of interest 
really can be interesting. And helpful. 

Å Cultural Competence in Research  

Å Conflicts of Interest in Research Involving 
Human Subjects  

Å External IRB Review  

Å Hot Topics  

Å Humanitarian Use Devices (HUDs)  

Å I Have Agreed to be an IRB Community 
Member. Now What?  

Å International Studies  

Å Students in Research   

Å The IRB Administrator's Responsibilities  

Å The IRB Member Module - "What Every New 
IRB Member Needs to Yƴƻǿέ  

Å Vulnerable Subjects - Research Involving 
Workers/Employees 

Å Stem Cell Research Oversight (Part I)  

Å Stem Cell Research Oversight (Part II)  

Å Research with Decisionally Impaired Subjects  

Å Research with Critically Ill  

Å Gender and Sexuality Diversity (GSD) in 
Human Research  

Å Research with Persons who are Socially or 
Economically Disadvantaged 

Å  Research with Older Adults  

Å Illegal Activities or Undocumented Status in 
Human Research  

Å Research Involving Subjects at the End of Life  

Å Research with Subjects with Physical 
Disabilities & Impairments 

Additional Modules of Interest  



4. You can review content ǘƘŀǘΩǎ ƴƻǘ 
included in your learner group 

Å Use DEMO Affiliation to review any 
module 
ïAllows access to all of the CITI 

Program modules, including 
complete review of the module 
and associated quiz 

ïDoes not affect your standard 
affiliation 

 
**Note: to access content to earn a 
completion report, you need to add a 
new course through UM/JHS or via 
Independent Learner 

5/ 11/ 15, 12:38 PMCITIPROGRAM |  How to demo the CITI Program courses

Page 1 of 1http:/ / cit iprogram.desk.com/ customer/ portal/ art icles/ 235747- how- to- demo- the- cit i- program- courses

The purpose of the CITI Program Support Center is to provide technical support, resources, tips, and answers to frequently asked
questions regarding the CITI Program.

We welcome contributions and feedback from learners and CITI institutional administrators. Please share comments, questions, and
feedback with the CITI Support team regarding the Support Center. 

Support CenterSupport Center Enter a search term here.

Home  ü CITI Administrato rs ü How to  demo the CITI Program courses

How to  demo the CITI Program courses
Last Updated: Mar 26, 2014 11:09AM EDT

Thank you for your interest in the CITI Program. The links below provide step by step instructions on how to
demo all of the courses available:
 
Demo Instructions For  New Accounts

Demo Instructions For Registered Accounts

Please email CITI Support for additional information or technical assistance.

Copyright 2013, CITI Program. All Rights Reserved. Customer service software powered by Desk.com

Contact Us

Hours of Operation

Monday through Friday
Phone and Email Support:
8:30am - 7:30pm Eastern 

More Info 



How to find content 

ÅAll content is listed 
on the series 
selection  forms, and 
described in the 
content catalogs 
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Become a Subscriber  > Order Forms, Series Selection Forms, and Content Catalogs

Using CITI Program Content
in Your Organization

Order Forms, Series Selection
Forms, and Content Catalogs

Organization Subscriptions

Independent Learner
Subscriptions

Subscription Fees and Other
Charges

Order Forms, Series Selection Forms, and Content Catalogs
 
Use the CITI Program Order Forms to initiate an organizational or individual subscription. The
Content Selection Forms are used to assemble content for learner groups. The Catalogs describe
all available course (module) content.  
 
Subscription Order Forms

Organization Subscription (Online Order Form)
Independent Learner Subscription (Online Registration)

Series Selection Forms (XLS)

Animal Care and Use (ACU) Series
Biosafety/Biosecurity (BSS) Series
Clinical Research Coordinator (CRC) Course
Disaster Planning for the Research Enterprise (DPRE) Series
Export Compliance (EC) Course
Good Clinical Practice (GCP) Series
Good Laboratory Practice (GLP) Series
Human Subjects Research (HSR) Series
Information Privacy and Security (IPS) Series
Responsible Conduct of Research (RCR) Series (including COI course)

Content Catalogs (PDF)

Animal Care and Use (ACU) Series
Biosafety/Biosecurity (BSS) Series
Clinical Research Coordinator (CRC) Course
Disaster Planning for the Research Enterprise (DPRE) Course
Export Compliance (EC) Course
Good Clinical Practice (GCP) Series
Good Laboratory Practice (GLP) Course
Human Subjects Research (HSR) Series
Information Privacy and Security (IPS) Series
Responsible Conduct of Research (RCR) Series (including COI course)

Accessibility  Copyright  Privacy Notice  Terms of Service  Site Index  Contact Us



5. The Help Desk does more than help 
you remember your password. 

The CITI Program Help Desk (HD) 

handles technical support request from 

course takers and institutional 

administrators via email and phone 



But most requests are for passwords 

Most Common Requests 

ÅForgotten username/password 

ÅMerge duplicate accounts 

ÅQuestions about scores 

ÅGeneral navigation of the website 

 


