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tc \l1 "APPLICATION INSTRUCTIONS
Complete the DOH 1871S form using the instructions below.  Be sure the DOH 1871S form is endorsed by your Mentor/SPH Professor and Center Director or appropriate Institutional Official.  

Study Title:  indicate the actual title of the research study being submitted for review and approval.

Principle Investigator(s):  list the Investigator who will be responsible for the overall conduct of the study, then list all co-investigators who will be involved with the study.

IRB Training Completed:  indicate whether the Principal Investigator, Co- PI’s, and all key study personnel have completed an approved course in the protection of human subjects in research.  Include a copy of the most recent training certificate in the application package.

List Other Institutions Involved:  indicate No or Yes.   Include the name of the collaborating institution(s) in the space provided.  If the study is federally funded, provide the FWA # of the collaborating/contracting institution and include a copy of the OHRP approval in the protocol application.   If the collaborating institution/individual does not have an FWA #, include an Authorization Agreement or an Individual Investigator Agreement.
IRB Approval:  If applicable, indicate No, Yes, or In Progress based on the status of approval at the collaborating institution(s) at the time of submission.  Note that this approval must be provided prior to the initiation of approved study activities.  
Student/Employee Of:  check the box corresponding to the Principal Investigator’s, Co-Investigator’s and Study Coordinator’s employer. Mark all that apply.

Anticipated Start Date:  indicate the date on which the study is expected to commence.

Reason for Applying to the IRB:  indicate the level/type of review that is being sought.  It is strongly suggested that you indicate the proper level of review in order to avoid delay in the processing of your request.  IRB staff will make corrections if an incorrect category is chosen.  Contact the IRB for guidance on identifying the appropriate review category (518) 474-8539.
Check all that apply to your research study:  check the appropriate categories that identify populations to be included in the research.  The IRB is made aware of the need to invoke any additional protections such as in the case of research with prisoners, minors, the mentally incapacitated, or pregnant women. 
Conflict of Interest:  Check yes or no.  The PI must divulge if anyone connected with the study (including immediate family members) has a potential financial conflict of interest as defined by institutional policy.  If so, for each individual with a potential financial conflict of interest the protocol should describe: the nature of the potential conflict, proof that the conflict been reported to appropriate institutional officials, and explain how will the conflict be managed?
Expected # Subject Enrollment:  List the maximum number of subjects (records) that will be accrued/reviewed.
A.  EXEMPT

Mark the checkbox that is appropriate for your study in Section A.  Attach the protocol and any other supporting documents.  This type of study can be submitted for review at any time and will be reviewed by the IRB Chair or Executive Secretary.

An original and one copy are needed for IRB review.

B.  EXPEDITED REVIEW
Research activities involving no more than minimal risk to human subjects, and that involve only procedures listed in one or more of the categories listed in Section B may be eligible for the Expedited Review procedure.  The Expedited Review procedure may not be used where identification of the subjects and/or their responses would reasonably place them at risk of criminal or civil liability or be damaging to the subjects’ financial standing, employability, insurability, reputation, or be stigmatizing, unless reasonable and appropriate protections will be implemented so that risks related to invasion of privacy and breach of confidentiality are no greater than minimal. 

Attach the protocol, informed consent form(s), a description of how consent will be obtained, a copy (or copies) of other IRB approval(s), and any other necessary documents to the form.

An original and 5 copies of the entire package must be submitted to the IRB.  Expedited proposals are accepted and reviewed as received.

C.  FULL REVIEW

Any study involving greater than minimal risk or involving a vulnerable population (as outlined in Subpart B, C, D of 45CFR46) must receive Full Review by a quorum of all IRB members in attendance at a Full Board meeting.  The protocol should reflect that the PI is knowledgeable of the federal regulations pertaining to the additional protections required for this class of research subject.  Information on protected classes of research subjects can be found on the Department of Health and Human Subjects website:  www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
Attach the protocol, informed consent and/or parental permission form(s), child assent form (if applicable), a description of how consent will be obtained, a copy (or copies) of other IRB approval(s) and any other necessary documents to the form.

An original and 25 copies of the entire package should be submitted to the IRB three week prior to the next scheduled bi-monthly IRB meeting.  Refer to the IRB schedule for deadlines and meeting dates.
Endorsement/ Certification:  Read the Certification Statements and provide the proper endorsements.  The IRB will not approve projects that have not been properly endorsed.  If the protocol is submitted electronically, endorsement may come in the form of an individual electronic signature from the endorser that indicates the name of the project and her/his endorsement of its submission and her/his responsibility for/to the project.  The Principal Investigator, Student Mentor /SPH Professor, and the DOH Center Director (or Authorized Institutional Official) must sign the application.  
Key Study Personnel:  Include all individuals responsible for the design or conduct of the study.  Key personnel includes: the principal investigator, co-investigators, study coordinators, data analyst, and individuals having direct access to subjects or identifiable subject data.
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