B.
REQUIREMENTS FOR INITIAL SUBMISSIONS OF NEW STUDIES

At a minimum, a complete application to the IRB for review consists of (in this order):

All documents must be typed.  Provide references as appropriate.
1. OSP Proposal/Protocol Routing Form with all required signatures.*  The form must be typed.  Only CMH-based researchers should be listed on this form.   Please attach the following additional forms or letters as needed:

a. If the Pharmacy will handle any study materials, CMRC requires a letter from the Pharmacy Director agreeing to provide the necessary services.

b. If the Laboratory will handle any specimens, CMRC requires a letter from the Laboratory Services Director agreeing to provide the necessary services.

c. If you will use Medical Imaging (e.g. x-rays, scans) in the project, you must attach a copy of the support letter from Medical Imaging.

d. If you will use radioisotopes in the project, you must attach a copy of the Radiation Safety Committee (RSC) approval letter.  If the project uses ionizing radiation without direct clinical indication, this also requires RSC approval.

e. If you propose a new initiative having an impact on the medical center, you must attach a copy of the letter of approval from the senior administrative official.

f. If you will need to renovate existing space for the project, you must attach a letter from the department head authorizing the renovation and identifying the source of funds.

g.
All nursing research proposals involving human subjects -- those focusing primarily on the nursing profession, nursing issues, or generated by a nurse or nursing student -- must be reviewed and approved by the Nursing Research Committee prior to being submitted to the Institutional Review Board and a copy of the letter of approval attached.  Please contact the Nursing Research Council Chairperson, Linda Van Roeyen, RN, MSN, CFNP at (773) 880-3630, email lvanroeyen@childrensmemorial.org or Carolyn Kiolbasa, RN, BSN Nursing Research at (708) 836-4876, email ckiolbasa@childrensmemorial.org for questions regarding nursing research studies.
2. Budget Sheet and/or a summary of information regarding compensation to investigators from external sources (FDA requires institutional monitoring of investigators’ compensation from external sources, looking for potential conflicts of interest).  See Section I, “Preparation and Organization of a Budget” and “Budget Sheet,” and Section J for institutional conflict of interest policy.

3. A narrative description of the research consisting of:

a. Abstract (maximum 400 words) in non-technical language (i.e., language easily understood by non-scientific members of the IRB).  The abstract should appear on the OSP Proposal/Protocol Routing Form.

b. Research plan that describes the proposed study in non-technical language easily understood by non-scientific members of the IRB. The research plan should be no more than 5 single-space pages, written using at least 12-point type and one-inch margins. Please follow the research plan template.  The research plan must address the following points:

i.
justification for the proposed study (include a summary of previous literature relevant to this topic, including complete bibliographic citations); 

ii.
the IND (Investigational New Drug) or IDE (Investigational Device Exemption) #, if applicable;

iii. questions or hypotheses to be addressed;

iv. characteristics of subjects to be enrolled (ages, sex, source, number locally and nationally, inclusion and exclusion criteria);

v. indication of whether the study population includes protected groups (children, wards of the state, fetuses, those with mental handicaps, pregnant women, incarcerated subjects);

vi. observations and measurements employed in the study;

vii.
timetable for completion of the study;

viii.
data analysis and interpretation of data (including adequacy of sample size);

ix.
assessment of ethical issues raised by the study, including any possible benefits and risks to subjects;

x. measures to protect subjects, including protections for privacy;

xi. provisions, if any, for reimbursing subjects or families for time and travel and any incentives or rewards for participation in the project;

xii. means for paying for the costs of the research (i.e., sponsor, institutional funds, subject);

xiii. provisions for dealing with any risk of research-related injury, including a statement indicating who will provide needed medical care and the expected means of payment for that care;

4. Consent and assent forms, if applicable.

5.
Proof of completion of an initial human subject’s education course for any personnel listed on the OSP form that is new to the CMH research community and current certification for all listed personnel.  Certifications are good for a 2 year period at which time a continuing education activity must be completed.  (Education Requirement)

6.
Electronic copies of abstract or research plan and consent forms are required for all initial reviews. Electronic copies of any revised research plans/protocols and consent forms are required for special reviews. If available, OSP form, protocol, advertisements, surveys, other documents should also be sent via email to the IRB Chair and IRB staff for initial, special and expedited reviews (not applicable to exempt studies).
Expedited Review: If you think your study qualifies for expedited review, include a signed cover letter requesting it and identify one or more expedited review categories under which it qualifies.  (See Section L for Expedited Review Category list.)

Exempt Determination: If you think your research may be exempt from 45 CFR 46, include a signed cover letter requesting an exempt determination and identify one or more exempt review categories under which it qualifies.  (See Section M for the Exempt Category list.)

All human subject research must be prospectively submitted to the IRB for initial review by the chair (or their designee) for categorization.  An investigator cannot decide what is exempt.  If the investigator believes that their research may fall into on of the exempt categories, then they must present their proposal to the IRB Chair with the request that it be considered for exemption.  If the Chair determines that the research does qualify for an exempt category, then a letter will be issued stating the research is exempt.  The researcher must receive a letter from the IRB Chair before proceeding with the research.  If the IRB Chair does not believe the research qualifies for an exemption, but instead requires review and approval, either via expedited or full board procedures, then the investigator will be notified of this.

* Please note that you must obtain all signatures regardless of budget or lack thereof.





