Research Application Forms 
	Instructions for Research Plan 

	IRB Exempt Form Exempt Categories 
	IRB Application Exempt Research

Submit this application to request IRB review of a study meeting the criteria for approval under one of the 6 Exemption categories. Be sure to include the research plan, a data collection tool, and other materials as appropriate. Exempt protocols are reviewed by the Chair, Vice-Chair, or their designee. The IRB may raise the level of review to Expedited or Full Board. Research must involve no risk to subjects. Subjects’ names and other identifying information may not be recorded. No lists of subjects’ names may be created; not even to walk down the hall to pull charts. Use for anonymous questionnaires, retrospective chart reviews.

Informed consent is not required. 

	IRB Expedited Form Expedited Categories 
	IRB Application Expedited Research

Research must involve no risk to subjects. Subjects’ names may be recorded but must remain confidential, be stored in a secure location, and must be destroyed as soon as practical. Use for questionnaires, retrospective and prospective records review, routine physical exams including, blood and urine conducted for normal therapeutic purposes.

Submit this application to request IRB review of a study meeting the criteria for approval under one of the 7 Expedited categories. Be sure to include the research plan, a consent form (or request for waiver of consent), a data collection tool, and other materials as appropriate. Expedited protocols are reviewed by the Chair, Vice-Chair, or their designee. The IRB chair may raise the level of review to Full Board at their discretion.

Informed consent may be waived under special circumstances. 

	Application Full Board
	IRB Application Full Board Research
Research having any risk to subjects must be reviewed by the full IRB. For example, comparison of a “standard of care” procedure with a new procedure. The risk can be from a drug experiment, surgical procedure, or survey involving sensitive questions such as use of drugs or sexual practices. 
Submit this application to request IRB review of a study meeting the criteria for Full Board review. Be sure to include the research plan, consent form, data collection tool, and other materials as appropriate. Once complete, protocols are reviewed at the next available IRB meeting. . 
Informed consent is required.

	Full Board Request for Changes
	IRB Response to Full Board Request for Changes 
Oftentimes, during Full Board review of a protocol action (initial review, continuing review, or amendment) the Board will place requirements for final approval upon the investigator. This form must accompany the response to the Board’s request for changes. 

	Emergency Use IND 
	IRB Application Emergency Use IND
Submit this application to request IRB review of an emergency use single-patient IND. Please contact CID for guidance as soon as the need for an emergency use IND is identified, as both the materials for submission and the review and approval timeline differ from typical IRB practice. 

	Radiation Use Authorization
	IRB Application Radiation Use Authorization
This document accompanies a protocol application when radiation is an experimental aspect of the research to be conducted. All investigator-initiated protocols involving radiation require this form, as well as sponsored protocols (COG, GOG, RTOG, etc.) in which the dosing or timing of the radiation to be given are experimental.

	Waiver for HIPAA
	IRB Application Waiver for HIPAA- stand alone
This application is used to formally request Waiver of Authorization for the Use of PHI for a study that has already received approval. Approval of this form officially documents that the Waiver has been granted. It may be submitted alone or with another action Amendment, Continuing Review, etc.). This form only requires approval once, not annually 

	Waiver of Consent
	IRB Application Waiver of Consent – stand alone
This application is used to formally request Waiver of Consent for a study that has already received approval. Approval of this form officially documents that the Waiver has been granted. It may be submitted alone or with another action (Amendment, Continuing Review, etc.). This form only requires approval once, not annually 

	Waiver Guidance for Investigatiors 
	Waiver Guidance for Investigators
Guidance document to assist Investigators with completion of requests for Waiver of Consent or Waiver of Authorization for the Use of PHI. 

	Research Plan
	Research Plan – stand alone 
This form is used to transform the research plan of a study that has already received approval, into a format that will permit easy modification over the life of the protocol. It identifies “version number“ and “date submitted” and is stamped approved in the same manner as consent forms. 

	Consent Template
Consent Instructions to Investigators
	IRB Consent Template
Template for subject consent forms at NMCP. This document should be written at an eighth grade reading level and incorporate as much lay language as possible. All elements of consent must be present for the consent form to be approved by the IRB. 

Elements of Consent:
· A statement that the study involves research; 

· An explanation of the purpose of the research and the expected duration of the subject's participation; 

· A description of the procedures to be followed and identification of any procedures that are experimental; 

· A description of any foreseeable risks or discomforts to the subject, an estimate of their likelihood, and a description of what steps will be taken to prevent or minimize them; 

· A description of any benefits to the subject or to others that may reasonably be expected from the research. Monetary compensation is not a benefit. If compensation is to be provided to research subjects or healthy volunteers, the amount should be stated in the consent document; 

· A disclosure of any appropriate alternative procedures or courses of treatment that might be advantageous to the subject; 

· A statement describing to what extent records will be kept confidential, including a description of who may have access to research records;* 

· For research involving more than minimal risk, an explanation and description of any compensation and any medical treatments that are available if research subjects are injured; where further information may be obtained, and whom to contact in the event of a research-related injury; 

· An explanation of whom to contact for answers to pertinent questions about the research and the research subject's rights; and 

· A statement that participation is voluntary and that refusal to participate or discontinuing participation at any time will involve no penalty or loss of benefits to which the subject is otherwise entitled. 

When appropriate, one or more of the following elements of information should also be included in the consent form: 

· If the subject is or may become pregnant, a statement that the particular treatment or procedure may involve risks, which are currently unforeseeable, to the subject or to the embryo or fetus; 

· A description of circumstances in which the subject's participation may be terminated by the investigator without the subject's consent; 

· Any costs to the subject that may result from participation in the research; 

· What will happen if the subject decides to withdraw from the research and how withdrawal will be handled; 

· A statement that the Principal Investigator will notify subjects of any significant new findings developed during the course of the study that may affect them and influence their willingness to continue participation; 

· The approximate number of subjects involved in the study; 

· The amount of remuneration/compensation, if any, that will be provided to subjects. 

When appropriate, a statement concerning an investigator’s potential financial or other conflict of interest in the conduct of the study. 

	IRB Amendment
	IRB Amendment
This form is submitted to request a change or modification to an approved study. Changes may include, but are not limited to: protocol modifications, consent modifications, recruitment/advertising modifications, data collection tool modifications, survey or questionnaire modifications, increase or decrease subject enrollment, and addition or removal of study personnel Amendments are reviewed by either the Chair/Vice-Chair through an expedited review process or by the Full Board, depending on the substance of the changes requested.

	Amendment Signature Pages for Personnel Additions 
	IRB Amendment Signature Pages for Personnel Additions
This supplemental form is used to obtain the appropriate signatures for personnel amendments. 

	Continuing Review Exempt
	IRB Continuing Review Exempt
This form is used to request continuing review of a protocol which was approved under an Exempt category. Exempt continuing reviews are reviewed by the Chair, Vice-Chair, or their designee. CID may raise the level of review to Full Board at their discretion. 

	Continuing Review Expedited
	IRB Continuing Review Expedited
This form is used to request continuing review of a protocol which was approved under an Expedited category, or a protocol which was approved as a full board study but now qualifies for expedited review as it meets the criteria in A, B, or C. Expedited continuing reviews are reviewed by the Chair, Vice-Chair, or their designee who may raise the level of review to Full Board at their discretion.
A. (I) The research is permanently closed to the enrollment of new subjects; 
(ii) All subjects have completed all research-related interventions; and 
(iii) Tthe research remains active only for long-term follow-up of subjects; 

B. Where no subjects have yet been enrolled and no additional risks have been identified; or 

C. Where the remaining research activities are limited to data analysis.

	Continuing Review Full Board
	IRB Continuing Review Full Board
This form is used to request continuing review of a protocol which was approved by the Full Board. Continuing reviews are presented to the same Board that initially granted approval for conduction of the study. Once complete, they are reviewed at the next available IRB meeting.

	Summary of Protocol Deviations/Violations
	IRB Report of Protocol Deviation/Violations
This supplemental form allows for reporting of protocol deviation or violations. Instructions and timelines are included.

	Report Serious Adverse Event
	IRB Report Serious Adverse Event
This form allows for reporting of local serious adverse events. CID must receive notice within 1 business day of discovery of a serious adverse event. Please contact CID for guidance. 

	Report Non-Local Serious Adverse Event
	IRB Report Non-Local Serious Adverse Event or Safety Report
This form allows for reporting of non-local serious adverse events or IND Safety Reports in multicenter studies. Please submit events as they are received from your sponsor. 

	Final Report
	IRB Final Report
This form is used to request completion or termination of an active protocol. A study may not be closed if actions are still pending (such as amendments or serious adverse events). 

	Non Research Informed Consent
	Non Research Informed Consent
An informed consent form which can be used with non-clinical research such as teaching or case reports protocol.


