IRB submission process

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

5/17/2019



Timeline (start early)

» Complete CITl training
» Plan your project
» Identify Faculty member as Pl
» 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
» Plfinalizes package and SUBMITs (locked unless modifications required)

» IRB for review (see schedule)

IRB meetings/deadline

SUBMISSION MEETING
DEADLINE DATE
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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Register for CITl training

4

» 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

4
4
4
4
4

v

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

Application for Exempt Review of Human Research

e Follow IRB Electronic Submissions Website (click link) and Policy IRB-01; however, if the US Department of Justice (DOJ) funds the

research, use the “Application for Exempt Review of DOJ Human Research™ rather than this form_

All protocol activities must meet the specific conditions of one or more exemption categories, described below.

Exemptions on this form only apply to research with prisoners when broad populations might only incidentally include prisoners.

This application 1s for IRB approvals effective Jamuary 21, 2019.

For research with Protected Health Information (PHI), include the applicable HIPAA instrument(s) with this application (e.g., HIPAA

research authorization, HIPAA waiver, DUA, BAA, etc).

®  Always use the latest version of IRB forms and templates; however, the IRB will generally accept previous versions of forms, provided
they were available on the IRB webstte at least 3 months prior to the submission if they meet regulatory and compliance requirements.

e Include the protocol and all required materials with the IRB application submission.

SECTION A: IRB REVIEW:

1) GENERAL INFORMATION

a) Protocol Title:
OPTIONAL: Please list the IRB¥ of any similar or associated research projects that have been approved by the SUNY Downstate
IRB. Listing such projects will inform IRB Members of past research and may help the review process.

b) Scientific Abstract (OPTIONAL):

Lay Person Abstract (REQUIRED): Please provide a summary of the study for a non-scientific reader. Use non-scientific lay
language and eliminate or explain any scientific terms.

©) Principal Investigator (PT):
Department/College:
PI Contact Information:
PI Phone # (required):
PI Email (required):
Alternate PI E-mail (optional):

Application for Exempt Review of Human Research (12.17.2018)
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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

vV V VvV vV vV VvV vV VvV VY

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 enroliment of a child as a normal control

» When required by a sponsor
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Application for Expedited or Full Board Review of Human Research

¢ Follow IRB Electronic Submissions Website (click link) and Policy TRB-01.

e Always use the latest version of IRB forms and templates; however, the IRB will generally accept previous versions of forms, provided
they were available on the IRB website at least 3 months prior to the submission if they meet regulatory and compliance requirements

« Include the protocol and all required materials with the IRB application submission.

SECTION A: IRB REVIEW:

1) GENERAL INFORMATION

OPTIONAL: Please list the IRB# of any similar or associated research projects that have been approved by the SUNY Downstate
IRB. Listing such projects will inform IRB Members of past research and may help the review process.

a) Scientific Abstract (OPTIONAL):

Lay Person Abstract (REQUIRED): Please provide a summary of the study for a non-scientific reader. Use non-scientific lay
language and eliminate or explain any scientific terms.

b) Principal Investigator (PT):
Department/College:
PI Contact Informatio:
PI Phone # (required)
PI Email (required):
Alternate PI E-mail (optional):

Check PI Status below (check all that apply):
[ (1) Faculty Member at SUNY Downstate who is a sseasoned investigator with a field-specific terminal degree
[J (2) Clinician with privileges at NYC H+H, Kings County REMINDER: STAR approval is also required for all NYC H+H research.
[ (3) Faculty member under recruitment to SUNY Downstate. Written memo or e-mail from 2 Dean is attached.
[ (4) Approved to be a PI by the Downstate Instifutional Official (I0). Written memo or e-mail from the IO is attached.
[J (5) Qualify to be a PI at an external site AND this activity makes Downstate engaged (check all that apply):
[] Federal funding or support is provided to Downstate
[ Co-investigators or key personnel are (check all that apply)

Expedited/Full Board IRE Application 12 17 2018

[] Employee(s) of SUNY Downstate
[] Resident(s) or Fellow(s) trained under a GME program affiliated with SUNY Downstate
[ Student(s) in a Downstate Academic Program

c) (OPTIONAL) If someone, other than the PI, will be the main contact for this study, please provide his'her contact information below:

Name: Phone: Email:
Role on Study:
d) (OPTIONAL) If multiple Principal Investigators will be responsible for the scientific and technical direction for this study, complete the table
below.
Rationale for using a multiple PT approach:
NOTE: Each PI must e-sign the initial IRB submission in IRBNet. The first PI listed in the IRB application will serve as the contact PL
Additional PI Name PI Status (for Contact Information Description of the roles, responsibilities and
coding, see #s above) the working relationship to the primary PL
O@.0@.0@). | Phones# _—
O@.06) Email :
OMm.0@.00). | Phone#
O O Email :
Om.0@.003). | Phone#
O s Email :

Aftach additional sheets if needed.
e) Who is providing funding for this studv? (Check all that apply):

[] Downstate Department or College: Specify:
Note: Check if using departmental funds, equipment, resources, or labor.

[J NYC H + H, Kings County REMINDER: STAR approval is also required for all NYC H+H research.
Note: Check if using departmental funds, equipment, resources, or labor.

] Industry Sponsor: Specify funding entity: Sponsor Award #:

[] Federal Sponsor. Provide additional information below:
Specify department or agency:
Investigator initiated? [[] Yes [] No
Federal Award #

GCP training complete for NTH funded research? [] Yes [] No
If the research is not funded from NIH, will a Certificate of Confidentiality be obtained from the NIH? [] ves [J No
For more information, please see: hitps://grants. nili gov/grants/policy/coc/index. hitm

5/17/2019



g

[] Inbound Subcontract (Specify funding entity): Date of anticipated funding:
[] Other: Specify:
‘What is the status of funding?
[C] This project is fully funded.
[] Project is partially funded at this time. List approved sources of funding:
[] Pending: Potential sources: Date of anticipated funding:
Is this a clinical investigation designed to evaluate the safety and effectiveness of a medical device? [] Yes [[] No
If yes, is this study exempt from IND requirements? [[] Yes No
If no, what type of study is this? [[J Significant Risk (SR) [[] Non-Significant Risk (NSR)
If SR, provide IDE #
If implanting an investigational medical device, answer the following questions:
i.  Where are devices stored?

ii. How does the study team track the use of the devices?

iii. =~ How does the study team return or destroy any devices that are not used?

h) Does this study invelve any drugs or biologics? [] Yes [INe

i)

If ves, complete the chart below for each agent in the study.

L3

Trade Name Generic Name Investigational? If Investigational, list If Investigational, list
Yes (Not FDA approved as | IND/BB-IND # Holder of IND
indicated for the research) | Note: submit FDA Form
No (Used according to 1572 and IND letter from
FDA label) the sponsor or FDA

| | (] Yes [INo || ||

| | [] Yes [INo | | | |

— — [] Yes [INe — —

| [] Yes [Ne || ||

For clinical investigations involving an IND, the FDA recommends including the following to support IRB review. Check if any of the
materials are provided:
Nota: The IRB reserves the right to reguest this material when needed to fully evaluate the research.

k)

D

] Published literature about the chemistry, manufacturing, and control of the drug substance and product;

[] A summary of previous human experience with the drug product;

[ Sufficient information regarding the source, purity, quality, and method of preparation and delivery of the drug used in the research;
] Information regarding the pharmacology and toxicity of the drug product in animals.

Comtnents regarding above materials:

Does the Sponsor require compliance with the International Conference on Harmonization ICH Good Clinical Practice
GCP) E6 Guidelines?
Yes [[J No IF YES, be sure to include a copy of the PI's CV to meet GCP requirements.
Nate: To fully comply with ICH requirements, please refer to the E6 GCP Guidance loeated at
http/fwww. fda., d. loads/Drugs:.../Guid, weml 73122 pdf.

Is this 2 “Qualifying/Deemed Clinical Trial” under the CMS regulations? [] Yes O ¥e
For more information, see: hifps://www.cm, vMedicare/Coverage/ClinicalTrialPolicies/downloads/f H I . pdf

Is this study an “Applicable Clinical Trial™?
D Yes D No
If yes was checked above:
i. ClinicalTrials.gov NCT# or anticipated date for registration
ii. Confirm the exact following language is included in the informed consent document by placing an *X” in the following box:
[0 A deseription of this clinical trial will be available on http-//www ClinicalTrials gov, as required by U.S. Law. This Web site will not
include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any
time.
iii. Who is the responsible party for registering the trial and submitting results:
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2) TABLE OF STUDY STAFF:

+¢/For training and conflict of interest disclosure requirements see: http: -

z/iresearch downstate edu/irb/irb-training html
f.

nterest
each project)

3 b. e d r 3
Name & degree Raole(s) on Project. Place of employment ‘Will this person be Is this person an Wil this person aid
Examples: Principal REMINDER: STAR approval | obtaining verbal or “Investigator for the the shipment of
Dnvestizator, Co- iv also required for all NFC written Informed purposes of COL hazardons materials
Lnvestigator, Coordinator, | H+H researeh. C. izati porting! (e.z., dangerous
Consultant, Fellow, zoods, specimens) to
Resident, Student, THE PI TS ALWAFS be transported by a
Research Staff, Healtheare CONSIDERED AN public carrier?
Operations cnly, Access to INVESTIGATOR FOR
de-identified data cnly, COI PURPOSES. H H
Spacizsen shipeaant, st Conflict of i
yearly ang
D SUNY Downstate D Yes D No D Yes D No D Yes D No
O NYCH+H,KC
D Other:
D SUNY Downstate D Yes D No D Yes D No D Yes D No
L NYCH+HKC
] Other:
] SUNY Downstate [ Yes [ No [ Yes [ No [ Yes [ No
[INYCH+H,KC
D Other:
D SUNY Downstate D Yes D No D Yes D No D Yes D No
CNYCH+HKC
D Other:
] SUNY Downstate [ Yes [ No [ Yes [ No [ Yes [ No
[CINYCH+H, KC
D Other:
D SUNY Downstate D Yes D No D Yes D No D Yes D No
L NYCH+HKC
D Other:
] SUNY Downstate [ Yes [ No [ Yes [ No [ Yes [ No
O NYCH+HEKC
[ Other:

4) RESEARCH PARTICIPANTS:

a)
b)

c)

)

€

Expedited/Full

‘What is the age range of the study population?

Please indicate whether you are including any of the following individuals:
|:| Males

Females
D Patients

Location of the research participants?
[] SUNY Downstate
[[] NYC H+H., Kings County REMINDER: STAR approval is also required for all NYC H+H research.
[[] Other site that is not a legal entity of Downstate:
Note: If other is checked, it is recommended (not reguired) that the PI obiain a letter of support from the relevant faculty member
or director of the external site and include it with the IRB application.

Indicate the following as it pertains to the above sites:

i) ___ Number of patient charts to be reviewed.

if) __ Number of research participants who will be screened.
iii) __ Number of research participants who will be enrolled.

If this is a multisite study, what is the total number of research participants needed for all sites (e.g., including those not included
above and approved by a different IRB)?
(if not multi-site, type N/4)

Does the research involve any of the following “Possi
[[] Patients recruited by their providers.
[] Pregnant women.
Emancipated minors.
[] Children (including any neonates)
[] Children who are Wards.
[] Prisoners.
] Research participants with Limited English Proficiency (LEP) or Non-English Speakers:
If checked, indicate anticipated I 5) and the ber of participants expected with LEP (e.g., Spanish (3), Russian (3),
etc.):
Note: Please submit copies of the Short Forms, when applicable to the study.
For more information in enrolling participants with LEP, see IRB-01 policy and IRB Guidance on Obtaining Legally Effective
Informed Consent and HIPAA Authorization.

oard IRB Application 1217 2018 ]

Inerable” populations?

5/17/2019
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D Minorities [including American Indians, Alaskan Native, Asian, Native Hawanan, Pacific Islander, Black/African American (not of

Hispanic Origin) and Hispanic]

[[] American Indians or Alaskan Natives. Specify tribe(s), if known-

] Economically or educationally disadvantaged

[] Study staff or investigators named on this application

[[] Employees, Students, Residents, or Fellows who are subordinate to the investigative staff

[] Cognitively-impaired adults
If cognitively-impaired adults will be enrolled through a surrogate consent process, please provide a compelling justification
for recruitment of these individuals:

|:| None of the above.

[] Other (describe)

If any box is checked above, please describe strategies to reduce the possibility of undue influence or coercion, when recruiting these
individuals:

Enter N/A if there are no interactions with the above populations.

Note: Patients usually have a great deal of respect for their physicians and may wish to please them or comply with their physician’s
wishes to recruit them or misconcelve research for therapy: therefore, It may be important to develop a strategy that mitigates the
possibility of undue influence or coercion. Whenever there is a power imbalance, such as faculty recruiting their students, or supervisors
recruiting their emplovees, additional strategies should be included to reduce the possibility of undue influence or coercion.

g) Does the study specifically target any specific population? [] ves [ Mo

If YES, please answer the following:
Identify the specific population(s): ____
Explain why they are targeted:
Provide the scientific rationale:
‘What protections are in place to ensure their safety: _

h) Does the study specifically exclude any specific population? [] Yes [ No

If YES, please answer the following:
Identify the specific population(s):
Provide the scientific rationale:

i) How will the study team identify potential research participants?
[[] From the patient population of the study team
[] Colleagues
] Subject Recruitment Authorization Form (Signed by patient). Template available in IRBNet or OCAS website
] Physician’s Documentation of Patient’s Verbal Authorization Template available in IRBNet or OCAS website.
[0 Chart Reviews (If chart review will be utilized to identify potential participants, and the person doing the chart review is not
responsible for the care of the patient, please request a partial waiver of HIPAA Authorization for the purpose of identifving individuals
for recruitment
[ Other/Describe:
j) Check if either are planned for screening, recruiting, or determining eligibility of a research
Nate: This process is not permiited for an FDA regulated clinical investigation.
A HIPAA waiver or authorization Is required, if the process involves PHL
[[] The investigator will obtain information through oral or written communication with the prospective research participant or the
LAR/surrogate.
Tf checked, describe:
] Check if written communication will be used, and include the document with IRB submission
[ The investigator will obtain identifiable private information or identifiable biospecimens by accessing records or stored identifiable
biospecimens.
If checked, describe:
[[] None of the above.
k) (Optional): Please describe any plans for consent monitoring:
I) 'What recruitment materials will be used to recruit research participants?
Upload all proposed recruitment materials to the IRB application submission package in IRBNet. If these are not ready, please do not
check the box below, but submit later as an Amendment once the study has been approved.
NOTE: Any Downstate representation on secial media must be authorized by SUNY D s Office of . ituti Adhv
after IRB approval is granted. See: http://www.downstate.edu/policy/
] Flyer — Distributed where ] Printed Ad [[] Iuternet Posting; Website:
[ Radio'TV [[] Information Brochure  [[] Emails
[CJLetter to Doctors [[] Direct Subject Contact  [[] Social Media; Describe:
[CJLetter to potential research participants  [_] Referral [[] Other/Describe:
5) COSTS AND PAYMENTS:
Expedited/Full Board IRB Application 12.17.2018 8
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a) Describe any costs that participants incur during their participation:

b) Will participants receive any rei torr ation for their participation? (Payments should not be an amount that could
be considered coercive or create undue influence)
O No [ Yes

If YES, give details including, total amount and amount per visit

Note: Include the Consent Addendum for SUNY RF Payment with an IRB submission when providing compensation (not including travel
reimbursements) to research participants of $600 or more per calendar year, when the SUNY RF processes payments to the participants.
The IRB stamps the form specific to a study, once approved. This form is not required when using a commercial vendor (e.g., credit card
pavment vendor) for processing payments and reporting income to the Internal Revenue Service

6) ADDITIONAL INFORMATION:
a) Does the research team plan to use the Downstate Clinical & Translation Science Center (CTSC) for any part of the research?

For more information about CTSC resources, see: http://www.downstate.edw/ctsc/resources.html

[ No [] Yes If YES, please describe:

b) Please provide any additional information for the IRB to consider:

7) INFORMED CONSENT
Note: Consent Form Template(s) and Assent Templates are available in the “Forms and Templates” page in IRB Net at https-/fwww.irbnet.org

a;

£

How does the study team ensure informed consent is obtained in a private setting?

b) Indicate whether you will obtain a HIPAA Authorization, a HIPAA waiver, or whether the study does not involve access, review,
or disclose Protected Health Information (PHI) also known as Individually Identifiable Health Information (ITHI).
] Will obtain a HIPAA Authorization (ITHI Authorization) combined with a consent document or information sheet (e.g., “What
information will be kept private™ section of templates)

[J Request a HIPAA Warver (e.g.. for retrospective review of PHIITHL and/or waive or alter signature or other required
elements, and/or to review of PHI/IIHI for recruitment purposes and obtain a HIPAA Authorization during enrollment, if
applicable)
[J N/A - the study does not involve access, review, or disclosure of PHIIIHL
[ N/A — this study involves release of a limited dataset and a Data Use Agreement (DUA) or a Business Associates Agreement
(BAA)

¢) Did any researcher seek access to PHI/ITHI in preparation for this IRB Application for the research project?
Yes No
If YES, complete and upload a “Research Certification for Reviews Preparatory to Research™ to the new submission package. This form
1s available in the IRBNet on the Forms & Templates page.

d) Check if requesting a waiver of informed consent requirements:
[ Request to waive the process of the entire informed consent process (e.g.. for retrospective review of data or for recruitment purposes)
[] Request to waive required elements of informed consent
[C] Request to waive documentation (signatures) of informed consent

€) Does the study design (e.g., such as deception research or clinical trial with a placebo) require withholding information (e.g.,
jurpose of the r h, name of i igati agent or nature of treatment arm) from research participants?
Yes No
If YES, please explain:
If YES, describe whether and how the research participant will be debriefed about the withheld information, after their
participation in the study is complete?

f) Does the research involve the collection of identifiable private information or identifiable biospecimens?
If Yes, which of the following required statements is provided within the informed consent document?
[[J A statement that identifiers might be removed from the identifiable private information or identifiable biospecimens and that,
after such removal, the information could be used for future research studies or distributed to another investigator for future research
studies without additional informed consent from the research participant or LAR/surrogate, if this might be a possibility: or

Expedited/Full Board IRB Application 12.17.2018 10
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[JA statement that the research participant’s information or biospecimens collected as part of the research, even if identifiers are
removed, will not be used or distributed for future research studies.

g) Does the European Union General Data Protection Regulation (EU GDPR) apply to this research?
Effective May 23, 2018, is a data privacy regulation that may apply to some DMC research including research conducted in the Evropean
Union (EU), research sponsored by an EU entity, or research involving transmission of protected data within the EU.
D Yes D No

h) Check if any of the following apply to the research?
[] Use of the research participant’s biospecimens (even if identifiers are removed) for commercial profit.
[[] Plans to disclose climically relevant research results to research participants_
[] Wheole genome sequencing (i.e.. sequencing of a human germline or somatic specimen with the intent to generate the genome or
exome sequence of that specimen).
[J None of the above

i) Is this a clinical trial, as defined by the Commeon Rule & conducted or supported by a Federal department or agency?
Yes No
If yes, which web site will be used to post one IRB-approved informed consent form after the clinical trial is closed to recruitment
and no later than 60 days after the last study visit by any research participant, as required by the protocol?
[ www ClinicalTrials gov, or
[J Docket folder on www Regulations gov (Docket ID: HHS-OPHS-2018-0021)
] N/A — This 1s not a clinical trial, as defined by the Common Rule

8) ANTICIPATED RISKS OR DISCOMFORTS

b1 Describe any anticipated risks or discomforts for this study, based on each of the following categories:

TYFPE EXAMPLE DESCRIBE ANY ANTICIPATED RISK OR DISCOMFORT FOR THIS
STUDY.

BE SURE TO INCLUDE THESE IN THE INFORMED CONSENT OR
INFORMATION SHEET, AS APPLICABLE

Physical Risks e.g pain, bruising and infection associated with venipuncture,
adverse reactions to drugs. muscle soreness and pain as a
consequence of exercise testing, heart attack induced by
maximal exercise test, radiation risk (e.g. x-ray, CT-scan,
radiation therapy, radicisotopes, fluoroseopy)

Psychological e.g depression and confusion as a result of administration of
Risks drugs, feelings of guilt precipitated by a sensitive survey

Social Risks e.g. mvasionof privacy,breach of confiderhahty, loss of
comnmnity s tanding

Legal Rishs e g criminal proseca ionor revocahon of parole

Economic Rishs | .2 loss ofemployment, loss of potential moretaygain

¢) Whatis done to minimize risks (e.g. inclusion/exclusion criteria, monitoring p rocedures, eic)?

d) What is the proposed levelof riskfor thisstudy (IRB will make finaldetermination)?
No greater than minimalrisk
Minor increase over minimal risk
[C] Greater than minimalrisk

9) BENEFITS

a) Is there a prospectof direct therap eutic henefii to indirid ualresearch p articipanis thatwillbe enrolled in thestudy?
O Yes No [JHNiA

b) If“Yes” to (Ba), describe thebenefii thatis listed in the informed consent document:

¢) If“Yes” to (8a), pleasedescrie the plans to recruit and enroll thosewith Limited English Proficiency (LEP) (e.g., plans to
submitamendment for translated materiak, submission of short forms now, etc.) O Rdescribe the risks or harriers that

prohibit the enrollment of those with LEP (e.g., scientific instruments notvalid, lack of financial support, study is too comp lex,
limited access to certified intexpreters during the study, interp reters lack imp ortani medical kmowledge, eic.):

Note: The ethical principles of the Belmont report must be balanced. It is importantfo maximize the benefifs for the research, while
minimizing risks fo research parficipants. When recruifing those with LEP the PI and IRB must ensure this is done in a reasonable,
non-exploitive manner using well considered procedures that are administered fairly and equally. Flease include the Short Formsin

5/17/2019
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the submission package. {fyou are requesting the use of the Shovt Farms for envolling paticipargs withLIP. See IRB Guidange:
“Obtareng Legally Bffective Bfovmed Covsere and HIPAA Authovisation” for vaious cptioes for vecriting those with LEP.

d) VWhat are the ofher potential henefits of the research (e.g., henefiis to soday, advanced monitoring of the partidpant, ebe.)?
Nete: Do not list finpyial compersation as a bengfit.
€ Does this studyinvelve comparative effeciiveness research (Comparanve gfectiveness research 15 the conduet and syahests gf
swstematic reseach compaing dffere? Mtevetions adstraegies towevet, dagose breat @xd movator health condions)?
Yes (bt
H Yes, please anovrer the following questions:
(1) Describe oy standard irdervertions ncorporated itothe shady?

or checke Hra: [ Wi

(2) What would be the standard trestmertsprocedares, if the participants were not enmolled inthis resesrch?

or checke WA O wia

(3) Howr do the ricks and potertial benefite of the research ptervertions differ from standard care?
ar check Nm:PEInm

10) SAFETY MONITORING:

Bapoviar: Fyowr study includes alarge study population, multiple study sites, tghly toxic therapies, High expected rates f mortaliy, or
agh proballity of early temination, a Data Sqfety Movatoving Board (DSMB) will kkely be required Movztoving activities should be
anvopriate to your study study phase. populanion, research emirormeart. axd degree of ¥isk pwvolved.

Chedk the type of safaly mondtoring for fhis reeardh:
[ Data Safely Mondtoring Board (DSMB). Descibe:
[ Data Safey Monitering Flan (D SMP). Desaibe:
[ None. Hnone epliinwhy: ___

11) BIOLOGICAL SPECIMENS

a) Does dhe studymake use of hiclogical spedmens (e.£. blood or fissue or hody fhuids sanples)?
O ves CHo K NO, skip to the skip to the next section.
¥ YES, please indicate how fthe hiclogical spedmens will be obtained .

L)}

3]

Wil spedmens be transported by a public camier?
O ves (m Y H YES, uplead a certificate of training for Hazardeus Materials trainingto fhe IRB submission padkage in
IRBNa.

VAlll specens he ohtained in the future (e.g., prospedtive collecion)?
[ ves [ Wo
H YES, sdect one of the following:
O me specimens will be obtained for research purposes only
The specimens will be excess material from clindcal sonples

Are the specinens o be ohiained from an existing cellection? Ovee [Ore
H YES, dees the exiginal «onsend cover the purpose of this research? [ Ves O e
¥ NO, please mchade a waiver of rfonmed consert and vrafver of HIPAA suthorization, 1 applicable.
Please upload 4 copy of the original consert fonn to the IRE submicsion package in IRENet.

Wil the spedrmens be linked to individually identifiahleinf dion (e.g. name, ID#, code, or any of the 17 HIPAA Idendifiers)?
DYas
DNo

K YES, answer the following:
(1) Ave the specimens linked during the sterage process, after processing? [ Yes One
(2) Couldthe study yidd dinically rdevant information? [J Ves Ho

(3) Under what droumstances will particpands be contacted ?

Will the spedmens he preserved for ofher res earch?
O vee 0 e (1) EYES, explain for what
purpose the spedmen will be used:
Are any of the spedmens processed ai UHB Padhology?
Note: Fapplicable, complete analiary review &y UHR Fathology.
0 ves 0 Ho

K vour studvinyvelves tissue banking, pleasefill out the following € questions hdow:
(1) What type of research is to he donewith the spedmens? (e.g. infhe future ac...)

(2) Deaibe howand where spedmens will be stored.
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(3) X speamens will he linked to individually idendifiable infoonation (e.g. nane, ID#, (ode) desaihe howihe privacy of
research partidpands and the confidendiality of their data will he protected:

(4) Desaibe whowill have access 1o the spedmens induding the requirenends for access, and whe has condrel of this access:

(5) Desaibe the procedure inplace forresearch partidpands to withdraw ther spedmens or whether de idendification
makes withdrawal impossible:

(6) Is the banlking of the spedmens ¢pticnal?
0 Yes 0 Ko

H NO, the infemed consend should adequatey explain that partidpation in the study means the spedmens will he stored
indefinitety for futureuse or explain when the samples will he destroyed.

12) PRIVACY & CONFIDENTIALITY

a) VWhat will be done to ensure the privacy of the research partidpand? (e.£., use of curtains, drapes, dosed roam)

b) Vihat will be done te ensure the confidendiality of the research. partidpands data ?(e.g. data access,
data security, data disdosure, desiruction of idendifiers, storage, and coding)

13) COSTS AND PAYMENTS:

a) WAGI participands (or fher insurand €) be hilled for any of the procedure, drugs, hiclogics, devices, or tesis?
O o Tes  H YES, which procedures?

MNote: Al costs for veseavch panicpation be disclosed in the iformed covean

documery o Dfovmation sheet, & gl

h) WAill partidpands rec eve any rambursement or rerumeration for ther partidpation? (P gymerts should not be e amone that could
be comsidered coercive or aedte undue ddbaence)

O He [ ¥es ¥ YES, give dehails induding, teial amound and asnound per visit
«) Arethere any procedures to comp ensate partidpands for study rdated injury?
Ore [ves HYES, plese desaibe.
K NO , this should be stated dearty inthe infooned consent.

14) ADDITIONAL INFORMATION :

1. Does theresearch teamn plamio use the D state Chimical £ Translation Sdence Cender (CTSC) for amypart of the research?

Oto [lYes M YES, plese descibe.

1. PFlease provide any addidional information fhat vou would likefor the IRB to consider:
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SECTION B: EXPEDITED REVEW.

[J (OPTIONAL) Ched: here to request expedited review and indicate all applicable categeries hdow:
MNees:
I The RE will make the final dateminanion and will consider thas for all aquplications, regardiess of whether expedited review U5
proposed
2 DMU does not pevmit epedited review wdey categovy 1ov categevy 2 at the time of otial veview, whem the veseavch twiudes an
Prevertion withclgiden preg women prisoners, ov cogratively impared adults. However, subsequent review ov
Jollow-up review tothe qfter the Dutial review ¥y the Full Board may be reviewed ¥y expedited review for research pwvolving these
populations, wniess ctherwise determined and documerted By the full IRE.
3 When a study qualifies for expedited veview, the IR may réfer the iniialveview 1o the Covvered (Full) Board (for sevsitive issues,
study design covcerrs, etc.) or @ requived above forcategory land 2. B these situations, the study may covtinue 1o be reviewed
&y expedited review procedires for aw follow-up requived by the covvened IRB, uniess the IRE ctherwise determines e respovse
o the mfial veview must be cavied owt ¥y the covvened board

[ Federal expedited research review cadegory #1A: Research on drugs for which an fevestigational new drug spplication (21 CFR Part
312) is notrequired.

[J Federal expedited research review category #1B: Fesearch onmedical devices for which
o An eestigational device exemption spplication (21 CFR Pat 812) ic notrequired; or
o The medical device is clearedfapproved for marketing and the medical device isbeing used m'®cordince with ite cleared/spproved

labeling.
NOTE: For a device study 1o be eligibie for expedited review, 1t must be an NER study AND presert no move than mivgmal risk 1o the
reseach participard.

[J Federal expedited research review cadegory #24: Collection of blood senples by finger-stick, heel-stick, ear-stick, or
from healthyy, non-pregnant adults who weigh at least 110 poumds. For these resesrch participands, the amowrts drevm may not exceed 550 ml
i am 8ameek period and collection may not ocour more frequerdly than 2 times per week .

[J Federal expedited research review category #2B: Collection of blood samples by finger-stick, heel-stick, ear-stick, or verdpumcture
from adults md children, considering the age, weight, and health of the research participarts , the collection procedure, the smourt of blood
10 be collected, and the frequency withwhich itvwill be collected. For these research participants, the smowrd dresm may not exceed the
lesser of 50 mlor 3 mlper kg man S-vreek period and collection may not ocour more frequently than 2 times per weel. This category may
mchde nonchealthy adulte, pregnart adults and adults who weigh less than 110 s, if requested mthe IRB spplication materials.

[ Federal expedited research review category #3: Prospective collection of biological specimens for resesrch pamposes by nondrerasive
means , not limitedto the following examples, which are generally considered nonirorasive:

o Hair md nail clippings i & non-disfiguring mamer;

o Deciduous teeth ot tine of exfolistion or if routine patient care Mdicates aneed for extraction,

o Penmanent teeth if routine patient care mdicates a need for extraction;

o Excreta and external secretions (including sweat);

o Un-cannulated salvva collected either in an unstimulated fashion or stiraulated by chewing gumbase or wax orby applying a dilute
citric solution to the tongue;

o Placenta reroved at delivery,

o Armniotc flod obtamed at the trne of rapture of the merbrane prior to or dunng labor,

o Supra- and subgingrval dental plague and caleulus, provided the collection procedure is not more irvvastve than routine prophylactic
scaling of the feeth and the process is accomplished in accordance with accepted prophylactic technicues;

o Ivucosaland skin cells collected by buccal scraping or swab, skin swab, or mouth washings;

o Sputura collected after saline rist nebulization;

[[] Federal expedited research review category #4: Collection of data through noninvasive procedures (mt mvolving general
anesthesia or sedation) routinely eraploved in clinical practice, excluding procedures irvvolving x-rave or microwaves. Where medical
devices are employed, they must be cleared/approved for marketing. Studies intended to evaluate the safety and effectireness of the
medical device are noi generally eligh le for expedited review, includ ing studies of cleared medical devices for new indications.

O Federal exp ediied research review category #5: Research involving materials (data, documents, records, or specimens) that have
been collected, orwill be collected solely for non-research purposes, suchas medical treatment or diagnosis.

Note: &s perraitted by OHRP, this category includes research irvvolving materials that were previouslycollected foreither non-research
or research purposes, provided that any raterials collected for research were not collected forthe currently proposed research. Research
may irvolve materials that will be collected solely for non-research purposes.

[[] Federal expedited research review category #6: Collection of data from voice, video, digital, or irage recordings made for
research purposes.

[[] Federal expedited research review category #7: Research on individual or group characteristics or behavior (including, butnot
liraited to, research on perception, cognition, motrvation, identity, language, coraraurication, cultural beliefs or practices, and social
behavior) or research eraploying survey, interview, oral history, focus group, program evaluation, huraan factors evaluation, or quality
assurance rmethodologies.
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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

» Allresearch 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 (6t -8 grade level)

vV vy VvYyy

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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vVvYwvyy

vV VvYwvyy

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

>
>
>
>
>
>

v

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

Nikol Celestine
Diann Johnson
Kevin Nellis
IRB Office

» 9amto 5 pm

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

» Basic Science Building: Room 3-26

» Take elevator bank near the cafeteria to the 3 floor
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