
Procedures for Submitting a Research Application  

To apply for HASRC approval, the principal investigator must submit the following documents as ONE 

PDF file to hasrc@montevallo.edu : 

1. Complete NIH Training (Protecting Human Research Participants).  

2. Complete HASRC Research Checklist and Application 

a. Student Researchers should ensure that the faculty members who will oversee their 

research have: 

i. Reviewed the application and supporting documents to ensure that it is ready 

for submission.  

ii. Signed the research application.  

3. Informed Consent Documents 

4. Instrumentation (questionnaires, surveys, interview protocol)  

5. If you have questions regarding research process or whether your study might qualify for 

expedited review, please refer to Decision Chart 8 provided by the Office for Human Research 

Protections. 

6. Please allow a minimum of fifteen business days for the committee to review your application 

and supporting documents. Note: This time frame applies to application that are complete and 

qualify for expedited review.   

Expedited Reviews 

 Expedited reviews are conducted when research meets requirements for minimal risk and do not 

require a full-committee review. Please note that expedited does not refer to the time frame 

needed to conduct a review.  

o To determine whether your study meets the requirements for an expedited review, please 

refer to Decision Chart 8 provided by the Office for Human Research Protections.  

 The HASRC Chair will review the application and supporting documents, and contact the principal 

investigator for clarification or additional information, if needed. 

 The HASRC Chair will distribute the application and supporting documents to a panel of committee 

members for review. 

 The committee members will provide feedback regarding the study, and indicate whether they 

recommend that the study be approved as submitted or after the requested revisions are made.  

 Based on the committee’s feedback, the HASRC Chair will then provide one of the following 

documents to the researcher: 

o Approval document  

 If an approval document is received, the researcher may begin collecting data. 
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o A collective summary of the committee’s feedback and requested revisions 

 If a request for revisions is received, the researcher should update the application 

and/or supporting documents, and submit them as one PDF file to 

hasrc@montevallo.edu  

 The HASRC Chair will then verify that the revisions have been addressed 

appropriately, and send an electronic approval document to the principal 

investigator.   

 Please allow a minimum of ten business days for the review of revised 

documents.  

 Adverse Events 

o The principal investigator is responsible for reporting any adverse events or effects that 

occur during the research project to the HASRC Chair.  

Full-Committee Reviews 

 Full-Committee Reviews are conducted when research does not meet the requirements for 

minimal risk. Please note that research reviews of this type require additional time.  

o To determine whether your study requires a full-committee review, please refer to 

Decision Chart 8 provided by the Office for Human Research Protections.  

o If your study involves minor participants (individuals under the age of 18), a full-

committee review is required.  

 Please refer to the information regarding vulnerable populations provided by 

the Office for Human Research Protections. 

 The HASRC Chair will review the application and supporting documents, and contact the 

principal investigator for clarification or additional information, if needed. 

 The HASRC Chair will distribute the application and supporting documents to the full committee 

for review. 

 The HASRC Chair will schedule a meeting with the full committee.  

o Once the time and date of the meeting is finalized, the principal investigator will be 

notified.  

 Depending upon the nature of the research, the committee might request that 

the researcher attend a portion of the meeting (or be available to 

teleconference) to answer questions or clarify study procedures.  

o During this meeting, committee members will provide feedback regarding the study, 

and indicate whether they recommend that the study be approved as submitted or after 

the requested revisions are made. Approval must be recommended by the majority of 

members in attendance.  
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 Based on the committee’s feedback, the HASRC Chair will then provide one of the following 

documents to the researcher: 

o Approval document  

 If an approval document is received, the researcher may begin collecting data. 

o A collective summary of the committee’s feedback and requested revisions 

 If a request for revisions is received, the researcher should update the 

application and/or supporting documents, and submit them as one PDF file to 

hasrc@montevallo.edu  

 The HASRC Chair will then verify that the revisions have been addressed 

appropriately, and send an electronic approval document to the principal 

investigator.   

 Please allow a minimum of ten business days for the review of revised 

documents.  

 Adverse Events 

o The principal investigator is responsible for reporting any adverse events or effects that 

occur during the research project to the HASRC Chair.  

o Please use the Adverse Event Form to document any adverse events or effects.  

 This document should be sent to hasrc@montevallo.edu within 24 hours of an 

adverse event.  

Revisions to Research (after approval is received) 

 If a researcher determines that changes to the procedures or instrumentation associated with 

the study need to be made after approval has been received, the researcher must submit the 

following information as one PDF file to hasrc@montevallo.edu : 

o An updated application (with changes highlighted) 

o Updated informed consent documents (with changes highlighted) 

o Updated instrumentation (with changes highlighted) 

 

Researcher Responsibilities  

 Please refer to the Researcher Responsibilities described by the Office for Human Research 

Protections.  
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Informed Consent 

Information given to participants and their parents or legal guardians (if applicable) must be presented 

clearly, using terminology and language that can be easily understood. 

 Informed consent shall be documented through the use of a written or electronic consent form 

(approved by the HASRC).  

o The participant and a witness should sign informed consent documents provided in 

paper or hard-copy form.  

 Researchers should provide a copy of the informed consent document to 

participants, in case they wish to retain it for their records.  

 

o Electronic consent may be provided if data will be collected through an electronic 

survey or questionnaire.  

 Before completing survey items, the participant should view an electronic 

version of the informed consent document (as the first screen of the survey).  

 The screen should include a statement that indicates that participants are 

providing consent by choosing to complete the survey items.   

 The basic elements of an informed consent document include: 

o An explanation of the purposes of the research and the expected duration of the 

subject's participation 

o A description of the procedures to be followed 

o Identification of any procedures that are experimental in nature 

o A description of any reasonably foreseeable risks or discomforts to the participant 

o A description of any benefits to the subject or to others which may reasonably be 

expected from the research 

o A statement describing the extent to which confidentiality of records identifying the 

subject will be maintained 

o For research involving more than minimal risk, an explanation as to the procedures that 

will be followed if an adverse event occurs should be included.   

o Contact information for principal investigator (individual to whom participants can 

direct questions regarding the study and/or report adverse events).  

 

 



o Student researchers MUST include their contact information as well as that of the 

faculty member who is assisting them with the study.  

 Name 

 Email Address 

 Telephone Number  

o Contact information for HASRC Chair (individual to whom participants can direct 

questions regarding their rights as a participant in research) 

 Dr. Jenifer Moore Williams 

 jmwilliams@montevallo.edu  

o It is as important for participants to know why an individual should be contacted as it is 

for the subject to know whom to contact.  

o The individual to whom questions about research participants’ rights should be directed 

should NOT be the primary investigator (as this may tend to inhibit participants from 

reporting concerns and discovering possible problems).    

 A statement that participation is voluntary, that refusal to participate will involve no penalty or 

loss of benefits to which the subject is otherwise entitled, and that the subject may discontinue 

participation at any time without penalty or loss of benefits to which the subject is otherwise 

entitled. 

 When applicable, one or more of the following elements of information shall also be provided to 

each subject: 

o A statement that the particular treatment or procedure may involve risks to the 

participant (or to the embryo or fetus, if the subject is or may become pregnant) which 

are currently unforeseeable 

o Anticipated circumstances under which the participant’s participation may be 

terminated by the investigator 

o Any additional costs to the participant that may result from participation in the research 

o The procedures that should be followed if a participant wishes to discontinue 

participation in the research 

o A statement indicating that significant new findings developed during the course of the 

research that could relate to the participant’s willingness to continue in the research will 

be provided in a timely manner 

o The approximate number of subjects involved in the study 
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 Please refer to the sample informed consent document for additional guidance.  

 Research that involves minor participants (individuals under 18 years of age) should include an 

assent form (for participants to sign), as well.  

o Please refer to the sample assent form for additional guidance.  

Additional Guidance 

 Please refer to the Decision Charts provided by the Office for Human Research Protections, 

which provide answers to the questions listed below.  

o Chart 1: Is an Activity Research Involving Human Subjects? 

o Chart 2: Is the Human Subjects Research Eligible for Exemption? 

o Chart 3: Does Exemption 45 CFR 46.101(b)(1) (for Educational Settings) Apply? 

o Chart 4: Does exemption 45 CFR 46.101(b)(2) or (b)(3) (for Tests, Surveys, Interviews, Public 

Behavior Observation) Apply? 

o Chart 5: Does Exemption 45 CFR 46.101(b)(4) (for Existing Data, Documents, Records and 

Specimens) Apply? 

o Chart 6: Does Exemption 45 CFR 46.101(b)(5) (for Public Benefit or Service Programs) Apply? 

o Chart 7: Does Exemption 45 CFR 46.101(b)(6) (for Food Taste and Acceptance Studies) 

Apply? 

o Chart 8: May the IRB Review Be Done by Expedited Procedures? 

o Chart 9: May the IRB Continuing Review Be Done by Expedited Procedures? 

o Chart 10: May Informed Consent Be Waived or Consent Elements Be Altered under 45 CFR 

46.116(d)? 

o Chart 11: May Documentation of Informed Consent Be Waived Under 45 CFR 46.117(c)? 

   

Definitions 

 Human Subject: Refers to "a living individual about whom an investigator (whether professional 

or student) conducting research obtains (1) data through intervention or interaction with the 

individual, or (2) identifiable private information" (45 CFR 46 Section 46.102).  

 Research: A systematic investigation, including research development, testing and evaluation, 

designed to develop or contribute to generalizable knowledge (45 CFR 46 Section 46.102). 

Activities that meet this definition constitute 'research' for purposes of this policy, whether or 

not they are conducted or supported under a program which is considered research for other 

purposes. 

 HASRC Approval: The determination of the HASRC that the research has been reviewed and 

may be conducted at an institution within the constraints set forth by the HASRC. 
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 Minimal Risk: 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. 

 Minor Participants: Individuals who have not attained the legal age for consent (18 years) to 

treatments or procedures involved in the research, under the applicable law of the jurisdiction 

in which the research will be conducted. 

 Assent: A minor participant’s affirmative agreement to participate in research. Mere failure to 

object should not, absent affirmative agreement, be construed as assent. 

 Permission: The agreement of parent(s) or guardian to the participation of their child or ward in 

research. 

 Parent: A child's biological or adoptive parent. 

 Guardian: An individual who is authorized under applicable state or local law to consent on 

behalf of a child to general medical care. 

   

 


