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IRB submission process
VIVIAN L. CHIN, MD
5/16/2019
DEPT OF PEDIATRICS

Role of IRB

 Research involving systematic investigation of human subjects, and results will contribute to 
generalizable knowledge

 The IRB: 

 Protects the rights and welfare of research participants.

 Empowered to approve, require modifications, or disapprove Human Research  

 Ensures Human Research is scientifically/scholastically valid, ethical, and in compliance with all 

requirements

 Ensures compliance through oversight functions

 Serves as a Privacy Board to ensure HIPAA compliance
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Timeline (start early)

 Complete CITI training

 Plan your project 

 Identify Faculty member as PI

 Research Protocol:
 Hypothesis, Aims and Objectives

 Methods, Procedures, Data Collection 

 Statistics: power analysis and statistical tests

 Best to see statistician prior to submitting project to IRB

 Upload documents to IRBnet.org

 PI, chair (s), SRC, ancillary reviewers sign package

 Scientific Review Committee (SRC) accesses project on IRBnet

 PI finalizes package and SUBMITs (locked unless modifications required)

 IRB for review (see schedule)

IRB meetings/deadline
SUBMISSION

DEADLINE
MEETING

DATE
LEAD

April 3rd May 1st Nikol Celestine, BA, CIP

May 1st June 5th Diann Johnson, MPH

June 5th July 10th Nikol Celestine, BA, CIP

July 10th August 7th Danielle Lewis, MD, MPH

August 7th September 11th Diann Johnson, MPH

September 11th October 2nd Nikol Celestine, BA, CIP

October 2nd November 6th Danielle Lewis, MD, MPH

November 6th December 4th Diann Johnson, MPH
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CITI Training

 Register for CITI training

 Affiliate with Downstate

 https://citiprogram.org

 All study staff must have current certificate (if applicable)
 Group 1: Biomedical Investigators and Key Personnel

 Group 2: Social / Behavioral Investigators and Key Personnel

 Group 3: IRB

DMC and Kings County IRB

 Research at DMC https://Irbnet.org
 Principal investigator, co-investigators, coordinators, residents and fellows
 Electronic Submission of all documents (application, registration link, protocol, 

informed consent, recruitment material, training certificates, etc.)

 Instructions and forms: http://research.downstate.edu/irb/irb-electronic-
submissions.html

 Research at Kings County:
 Upload DMC IRB approval letter to HHC system

 Submit to https://star.nychhc.org
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Is it Research?

 If conducting systematic investigation and it contributes to generalizable 
knowledge, then it Is RESEARCH 

 Requires IRB review

 If the intention is not to create generalizable knowledge, then it is NOT RESEARCH. 
 Do NOT need IRB review

 Case report or case series (up to three individuals)
 Certain QI projects
 Certain training or educational activity (survey, interview or observation)
 Public health surveillance activities

 Off-label use of FDA approved drug/biologic for clinical care

Levels of review

 Non-research studies do not need to be reviewed
 Exemption
 Expedited (reviewed by 1 or 2 members)
 Full Board (convenes once a month)
 External IRB review accepted for multisite study with IRB approval 

from another site
 Must complete IRB application at DMC

 Clinical Use of an Humanitarian Use Device (HUD)
 Expanded Access to Investigational Drug/Biologic for Treatment 

Use
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Exemption Status (IRB review)

Intention is to create generalizable knowledge:
1) Normal educational practices in established educational settings (surveys, interviews etc)
2) Educational tests, surveys, interviews, or observation of public behavior 
3) Benign behavioral interventions with adults with prospective agreement
4) Secondary research for which consent is not required
5) Federal research and demonstration projects
6) Taste and food quality evaluation and consumer acceptance studies

 Complete Application for Exempt Review for Human Research
 HIPAA/HITECH regulations still apply

 Exemption determined prospectively by IRB
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Examples of Expedited Review

 Clinical studies of drugs and medical devices only under specific conditions
 Chart reviews
 Survey research which is sensitive and includes identifiable information
 Collection of blood samples
 Biological specimens obtained by non-invasive means
 Collection of data through non-invasive means
 Materials collected solely for non-research purposes
 Collection of data from voice, video, etc.
 Research employing surveys, focus groups, etc.
 Continuing review under specific conditions
 See: http://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-

research-expedited-review-procedure-1998/index.html

Expedited Review

 Complete Application for Expedited or Full Board Review of Human 
Research to see if expedited review criteria is met

 Expedited Review is not allowed for:
 Initial review of intervention studies (medication or devices) involving 

children/neonates, pregnant women, prisoners, or cognitively impaired adults 

 Or if reviewer determines that there are questions about study design or sensitive 
issues, goes to full board

 Can be allowed for research with minimal risk for children (no drugs or 
devices)
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Vulnerable populations

 Children/neonates* 
 Minority
 Pregnant women
 Prisoners
 Limited English Proficiency
 Economically or educationally disadvantaged
 Students or subordinates
 Cognitively impaired adult
 Patients being recruited by their Doctor for study

Research involving Minors

 No more than minimal risk (404)
 Minimal risk is the probability and magnitude of harm or discomfort anticipated in the research 

are not greater in and of themselves than those ordinarily encountered in daily life or during the 
performance of routine physical or psychological examinations or tests

 Greater than minimal risk but presenting the prospect of direct benefit to the individual 
child (405)

 Greater than minimal risk and no prospect of direct benefit to the individual child subjects 
involved in the research, but likely to yield generalizable knowledge about the subject's 
disorder or condition (406)*

 407* After initial IRB review, refer to FDA or OHRP
 *Two parents/legal guardian consent required (unless otherwise not available):

 Research involving enrollment of a child as a normal control

 When required by a sponsor
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Conflict of interest 
(yearly and each project)
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Ancillary Reviews

 Pathology review
 if past, present or future specimen (tissue, blood or fluid) need to be processed 

through our pathology lab

 If extra specimen and going to outside lab, no need.

 Pharmacy
 All research with drugs/biologics that takes place at Downstate must be 

reviewed by Downstate Pharmacy

 Institutional Biosafety committee (IBC)
 If human recombinant DNA, RNA, cells, infectious agents or biological specimen 

involved

Informed Consent with HIPAA 
authorization

 IC templates/forms are available on website
 Be complete and careful 
 VOLUNTARY participation
 Do NOT use medical or technical jargon (6th -8th grade level)
 Explain purpose, study procedures, criteria, alternatives to research, benefits and RISKS

 Risks can include physical, economic, social, psychological, or legal
 discomfort from blood draw or side effects of medication, travel costs, or breach of confidentiality 

 Protection of PHI 

 Conflicts of Interest, contact information for staff, compensation, costs

 For children <18 years, parent/legal guardian signature (or two for 406 and 407)
 For child 13-17 years, child also signs informed consent form
 For child 7-12 years, child signs additional ASSENT form (4th grade level)
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Other

 Short Forms (Informed consent) available if translating into other languages
 Must use certified translators

 IND approval letter from FDA for investigational drug
 IDE approval from FDA for investigational devices
 Data collection tool (excel sheets or forms to collect data)
 Recruitment material (flyers, ads)

 Application for amendment
 Application for Reportable Events
 Application for progress report (yearly)
 Application for Final Report 

IRB Determination

 Approve
 Approve with Conditions
 Modifications required (returns to Full Board)
 Information needed (usually IRB staff will let you know before meeting)
 Disapprove
 Exempt

 Good idea to attend the meeting so you can answer questions
 IRB office is very helpful in answering your questions
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Research

 Now you are finally ready to conduct your study

 Use IRB stamped consent and assent forms

 Give subject copy of signed form and keep original document (could be 
audited)

 Store data behind DMC firewall 

 Keep records for minimum of 3 years, but recommend 10 years to cover 
other regulations

 Keep HIPAA for minimum 6 years

IRB office 
(718) 613-8480 IRB@downstate.edu
Nikol Celestine
Diann Johnson
Kevin Nellis
IRB Office 
 9 am to 5 pm

 Appointments are recommended; however, walk-ins accepted 
anytime

 Basic Science Building: Room 3-26 

 Take elevator bank near the cafeteria to the 3rd floor


