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East Hill Office Building, Suite 320
395 Pine Tree Road
Ithaca, NY 14850
Phone: 607-254-5162
Fax: 607-255-0758
Request to Amend
A Currently-Approved Project
Cornell University
Institutional Review Board - Human Participants
Part 1 - Administrative Information
1.   Protocol Information
2.   Contact Information
Status 
Part 2 - Amendment Information
1.   Please select ALL the categories of  amendment(s) you are requesting.
2.   You selected the following categories of amendments. For each of the following, please describe the change you are proposing. 
Change in Principal Investigator
Status 
New Research Personnel
Name
Email 
address
Cornell/
Non Cornell
Net ID
( if Cornell)
 
College and Dept( if Cornell)
Name of organization ( if Non Cornell)
State and Country(if Non Cornell)
Will any of the new research personnel be using
Any device or instrument that causes or 
measures a person’s physical response; for 
example: EEG, blood pressure monitor, eye 
tracking devices, electric shock stimulus, 
electrodermal skin conductance, DXA scans, etc. 
conducting biomedical procedures (e.g., collecting human biological samples)?
Please describe which procedures the new study personnel will perform and describe their qualifications to conduct the procedures. Please include appropriate documentation related to these qualifications (e.g., certificates, letters of reference, attestations, etc.) with your application materials to the IRB.
Addition of/Change in Funding Source
Change to research/study design, methods or procedures
What do the changes to the research/study design, methods or procedures involve? (Select all that apply)
Includes physiological, anthropometric, medical or clinical information.
Includes physiological, anthropometric, medical or clinical information.
, or drugs, biologics, or chemical agents
Any device or instrument that causes or measures a person's physical response; for example: EEG, blood pressure monitor, eye tracking devices, electric shock stimulus, electrodermal skin conductance, DXA scans, etc.
Any drug, biologic medical product, or chemical agent regulated by the US Food and Drug Administration, Centers for Disease Control and Prevention, Environmental Protection Agency, or other Federal or state agency.
2.1.   Please describe the changes to the research/study design, methods or procedures.
2.2.   Research involving the collection of human biological materials, use of physiological or biomedical devices, or use of drugs, biologics, or chemical agents.
A.  Please indicate the various types of materials that will be actively collected (select all that apply)
below are selected.
Please explain:
B.  Use of physiological or biomedical devices, or drugs, biologics, or chemical agents
electrodermal/galvanic skin response, blood pressure, heart rate monitoring, eye tracking, temperature, ultrasound, etc.)
C.  Please describe the new or change to procedures or use of physiological/biomedical devices, or drugs, biologics, or chemical agents. Include details on how many times the procedures will be conducted for each participant and where the procedures will be conducted. For new procedures/devices/drugs, provide Standard Operating Procedures (SOPs) and/or other documents that describe how the procedures will be conducted.
Please include copies of any device or drug brochures, literature, and/or safety information with your application materials.
Please list which study personnel will perform each of the procedures listed above and describe their qualifications to conduct the procedures. Please include appropriate documentation related to these qualifications (e.g., certificates, letters of reference, attestations, etc.) with your application materials to the IRB.
If any procedures for collecting human biological materials are being added, please describe how you will keep these materials secure through the storage, handling, transportation and disposal procedures.
Collection and/or use of human biological materials requires review and approval by the Institutional Biosafety Committee (IBC). Please contact the IBC Administrator at cu_ibc@cornell.edu or 607-255-7219 for review procedures.
Please include a letter of support/permission from the appropriate authority for each of the 
research locations.
Please explain:
Please ensure that the potential use of the biological materials for other studies, is disclosed 
to and agreed upon by participants in the consenting process.
2.3.  Use of existing data
Please indicate the types of datasets you are adding (select all that apply). For each dataset, please provide a brief description and the databank or source from which the data will be or has been obtained.
Please explain:
Please explain:
Please explain:
Please include a data security plan, affidavits, data use agreements, non-disclosure agreements and/or other documents that required signature with the source of the restricted access dataset.
Please explain:
Please specify:
Can the names or identities of participants in the datasets be deduced from the datafields?
Please explain:
Do you plan to merge geographic, company, census, community or other data that could reasonably
lead to identification of individuals in the dataset?
Please explain:
2.4.  Use of existing human biological materials.
Please select ALL of the various types of materials that will be used.
Please explain:
Please indicate the source of the samples, whether the samples are linked to identifiers, and provide documentation granting access to the samples.
Please indicate if the samples are linked to identifiers.
Please include a copy of the approved IRB protocol and consent forms related to the collection 
and use of the research specimens.
Please explain:
Please describe the storage, handling, transportation and disposal procedures for the biological materials.
Collection and/or use of human biological materials requires review and approval by the 
Institutional Biosafety Committee. Please contact the IBC at cu_ibc@cornell.edu or 607-255-7219 
for review procedures.
Please include copies of the new and/or amended surveys, questionnaires, or other research instruments.
Addition of/change to informed consent/assent document(s) and/or procedures – please attach all related documents
Are you adding new child assent and/or parental permission documents and procedures?
Please describe:
1.   Written assent for individuals under 18:
1.1.   Will you obtain written assent for children and individuals under 18?
Please include a copy of the assent form(s) with your application materials. 
If the assent form will be in a language other than English, please be sure to provide copies translated into the language to be used and back-translations of the consent forms into English. If the translation if performed by a professional/certified translator, no back translation is required.
1.1.1.   Provide a substantive rational for the request to waiver written assent. 
1.1.2.   Please select the assent process that you propose to use in this study, as an alternative to  written informed assent. 
Please describe:
2.2.    Please describe the proposed assenting process. Include the context, how, when and how often assent will be sought and who will be responsible for seeking assent.
Please explain (for eg: no active enrollment of participants, or no participants under the age of 18)
2.   Written parental permission:
2.1   Will you obtain written parental or guardian permission for children and individuals under 18?
Please include a copy of the parental permission form(s) with your application materials. If the parental permission form will be in a language other than English, please be sure to provide copies translated into the language to be used and back-translations of the consent forms into English. If the translation if performed by a professional/certified translator, no back translation is required.
2.1.1.   Please select the process that you propose to use in your study for obtaining parental/guardian permission.
Please describe:
2.1.2.   Provide a substantive rationale for this request to waive written parental permission 
(select all that apply):
profile of the study (e.g., research involving neglected or abused children).
Please Explain: 
the subjects (e.g., the research is of minimal risk, and/or participants are otherwise recognized as independent decision makers).
Please Explain: 
Please explain: 
3.2.   If seeking parental permission, please describe the proposed parental permission process. Include the context, how, when and  how often parental permission will be sought and who will be responsible for seeking parental permission. If not seeking parental permission, state N/A. 
Please explain (for eg: no active enrollment of participants, or no participants under the age of 18)
3.   Please state the reasons you are making amendments to the study.
4.   Are any of these changes the result of something that occurred during human participant
interaction or an unexpected event?
5.   Will the proposed changes have an impact on the risks or benefits to research participants? 
Please explain.
6.   Do these changes involve information that might relate to a subject's willingness to continue to take
part in the research?
 Signature
This page is to be signed by the principal investigator. If the principal investigator is an undergraduate or graduate student, the faculty supervisor must also sign in the lower box.
OPTIONAL: You may submit an electronic copy of this application by clicking on the attestation box below and entering your name and today’s date. After clicking on the attestation box, please save a copy of the form before emailing it to irbhp-amendments@cornell.edu. The email submission must come from your Cornell email account.
Principal Investigator
I certify that the information I provide in this application is correct and complete. I also pledge that
I will not change any of the procedures, forms, or protocols used in this study without first seeking review and approval from the Institutional Review Board for Human Participants.
Faculty Supervisor
NOTE: A research proposal by a graduate or undergraduate student must have the following attestation statement signed by a faculty supervisor.
OPTIONAL: The faculty supervisor may send the attestation below by email. Please copy and paste the attestation statement below, include the student investigator’s name and project title in the email, and forward to irbhp-amendments@cornell.edu. The email submission must come from the faculty supervisor’s Cornell email account.
“I have examined this completed form and I am satisfied with the adequacy of the proposed research design and the measures proposed for the protection of the research participants. I will take responsibility for providing supervision of the student; for informing him/her of the need for the safekeeping of all raw data (e.g., surveys, questionnaires, interview notes, video/audio recordings, test protocols, etc.), as well as the signed consent forms, in a University office or computer file; and for overseeing all compliance with the IRB’s policies and procedures.”
Signature of Faculty Supervisor
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