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Alternate Contact (These individuals will receive copies of this correspondence):
Name
Email Address
Phone Number
Type of Population (check all that apply)
Children
Pregnant Women and Neonates
Prisoners
Native Americans
Once you choose a population the information that will need to be completed will appear. 
Children- General Information 
Children - Individuals who have not attained the legal age for consent to treatments or procedures involved in the research, under the applicable law of the jurisdiction in which the research will be conducted.Assent - A child's affirmative agreement to participate in research. Mere failure to object should not, absent affirmative agreement, be construed as assent.Permission - Agreement of parent(s) or guardian to the participation of their child or ward in research.Parent - 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. 
In order to be granted the correct regulatory category, waiver or alteration of assent or parental permission, regulatory language must be documented, reviewed, and approved as part of the IRB materials. Provide protocol specific justification for each item to assist the IRB with their review.
Age range of children:
Are the children wards of the state? 
Where will the children complete the research?
If activities will take place school do you have approval from:
*Submit approvals to the IRB prior to beginning research in the school and classroom
Risk Level of Children/Wards participation 
(Please pick the most appropriate check box below)
45 CFR 46.404 
Research involving no greater risk (minimal risk) than daily life during the performance of examinations or psychological examinations or tests.
45 CFR 46.405 
Research involving greater than minimal risk but presenting the prospect of direct benefit to the individual subjects where the risk is justified by the anticipated benefit to the participants. The relation of the anticipated benefit to the risk is at least as favorable to the participants as that presented by available alternative approaches. 
45 CFR 46.406 
Research involving greater than minimal risk and no prospect of direct benefit to individual subjects, but likely to yield generalizable knowledge about the subject's disorder or condition where the risk represents a minor increase over minimal risk. The intervention or procedure presents experiences to participants that are reasonably commensurate with those inherent in their actual or expected medical, dental, psychological, social, or educational situations.The intervention or procedure is likely to yield generalizable knowledge about the participants' disorder or condition that is of vital importance for the understanding or amelioration of the participants' disorder or condition.
45 CFR 46.407 
Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of children.
(Wards only) 45 CFR 46.409(a)(1)
Research approved under 45 CFR 46.406 or 45 CFR 46.407 and the research is related to their status as wards.  An advocate has been appointed for each child who is a ward, in addition to any other individual acting on behalf of the child as guardian or in loco parentis. The research is conducted in schools, camps, hospitals, institutions, or similar settings in which the majority of children involved as subjects are not wards.
Parental Permission
(Please pick the most appropriate check box below)
Obtained from both parents or Legally Authorized Representative (LAR)
Obtained from only one parent (45 CFR 46.408(b) and 21 CFR 50.55(e)(1)) or LAR
Research involving not greater than minimal risk as defined in 45 CFR 46.404 or 45 CFR 46.405 up above
Waiver of Parental Permission (45 CFR 46.116(f)(3)) and 21 CFR 50.55(d)) 
Research involves no more than minimal risk to subjects The waiver or alteration will not adversely affect the rights and welfare of the subjects The research could not practicably be carried out without the waiver or alteration If the research involves using identifiable private information or identifiable biospecimens, the research could not be carried out without using such information or biospecimens in an identifiable formatWhenever appropriate, the subjects will be provided with additional pertinent information after participation 
Waiver of Parental Permission (45 CFR 46.116(e)(3))
The research protocol is designed for conditions or for a subject population for which parental or guardian permission is not a reasonable requirement to protect the subjects, provided an appropriate mechanism for protecting the children who will participate as subjects in the research is substituted, and provided further that the waiver is not inconsistent with Federal, state or local law
Waiver of Parental Permission (45 CFR 46.408(c)) 
The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study evaluate, or otherwise examine (i) Public benefit of service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and the research could not practicably be carried out without the waiver or alteration
Child Assent
Will assent from the child be obtained?
Please check all the waivers you are requesting
Waiver of Assent (45 CFR 46.408(a) and 21 CFR 50.55(c)(1))
The IRB has taken into account the ages, maturity, and psychological state of the children involved and determined that the capability of some or all of the children is so limited that they cannot reasonably be consulted; therefore, the assent of the children is not a necessary condition for proceeding with the research. *Note that if your range of ages is between 0-7 this box may automatically checked. 
Waiver of Assent (45 CFR 46.408(a) and 21 CFR 50.55(c)(2))
The intervention or procedure involved in the research holds out a prospect of direct benefit that is important to the health or well-being of the children and that the intervention is only available in the context of the research.Therefore, the assent of the children is not a necessary condition for proceeding with the research. *Note may only be used when 45 CFR 46.405 has been checked in the section above
Waiver of Assent (45 CFR 46.116(f)(3)) and 21 CFR 50.55(d))
The research involves no more than minimal risk to subjects.The waiver or alteration will not adversely affect the rights and welfare of the subjects. The research could not practicably be carried out without the waiver or alteration. If the research involves using identifiable private information or identifiable biospecimens, the research could not be carried out without using such information or biospecimens in an identifiable formatWhenever appropriate, the subjects will be provided with additional pertinent information after participation.
Waiver of Assent (45 CFR 46.116(e)(3))
The research or demonstration project is to be conducted by or subject to the approval of state or local government officials and is designed to study evaluate, or otherwise examine (i) Public benefit of service programs; (ii) procedures for obtaining benefits or services under those programs; (iii) possible changes in or alternatives to those programs or procedures; or (iv) possible changes in methods or levels of payment for benefits or services under those programs; and the research could not practicably be carried out without the waiver or alteration. 
Pregnant Women and Neonates- General Information 
Pregnant Woman- Pregnancy encompasses the period of time from implantation until delivery. A woman shall be assumed to be pregnant if she exhibits any of the pertinent presumptive signs of pregnancy, such as missed menses, until the results of a pregnancy test are negative or until delivery.Neonate- Neonate means a newborn.Nonviable Neonate- Cannot survive to the point of independently maintaining a heartbeat and respiration.  
In order to be given the correct regulatory category language must be documented, reviewed, and approved as part of the IRB materials. Provide protocol specific justification for each item to assist the IRB with their review.
Will any of the pregnant individuals be children?
Please check the Children box at the top of the form to complete that section.
Will a waiver of consent be obtained for the pregnant women or neonates?
Please complete the Appendix: Waiver of Consent and Signatures or Alteration 
Pregnant Women and Neonates (45 CFR 46.204)
All of the following must be checked YES to include pregnant women in the research.
Research where scientifically appropriate, preclinical studies, including studies on pregnant animals, and clinical studies, including studies on non-pregnant women, have been conducted and provide data for assessing potential risks to pregnant women and fetuses 	
The risk to the fetus is caused solely by interventions or procedures that hold out the prospect of direct benefit for the woman or the fetus; or if there is no such prospect of benefit, the risk to the fetus is not greater than minimal and the purpose of the research is the development of important biomedical knowledge which cannot be obtained by any other means 
Any risk is the least possible for achieving the objectives of the research
If the research holds out the prospect of direct benefit to the pregnant women, the prospect of direct benefit both to the pregnant woman and the fetus, or no prospect of benefit for the woman nor the fetus when risk to the fetus is not greater than minimal risk and the purpose of the research is the development of important biomedical knowledge that cannot be obtained by any other means, the woman's consent is in accord with the informed consent provisions of the regulations.
If the research holds out the prospect of direct benefit solely to the fetus then the consent of the pregnant woman and the father is obtained
*Except that the father's consent need not be obtained if he is unable to consent because of unavailability, incompetence, or temporary incapacity or the pregnancy resulted from rape or incest 
No inducements, monetary or otherwise, will be offered to terminate a pregnancy
Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy
Individuals engaged in the research will have no part in determining the viability of a neonate
Neonates (45 CFR 46.205(a))
All of the following must be checked YES to include neonates in the research.
Research that where scientifically appropriate, preclinical and clinical studies have been conducted and provide data for assessing potential risks to neonates
Each individual providing consent is fully informed regarding the reasonably foreseeable impact of the research on the neonate
Individuals engaged in the research will have no part in determining the viability of a neonate
Neonates of Uncertain Viability (45 CFR 46.205(b))
All of the following must be checked YES to include neonates of Uncertain Viability in the research.
The research holds out the prospect of enhancing the probability of survival of the neonate to the point of viability, and any risk is the least possible for achieving that objective.
The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research
NOTE: Parental permission of either parent or their LAR is required.
Nonviable Neonates (45 CFR 46.205(c))
All of the following must be checked YES to include Nonviable neonates in the research.
Vital functions of the neonate will not be artificially maintained
The research will not terminate the heartbeat or respiration of the neonate
The purpose of the research is the development of important biomedical knowledge which cannot be obtained by other means and there will be no added risk to the neonate resulting from the research
NOTE: Parental permission of BOTH parent or their LAR is required.
Placenta, dead fetus, or fetal material (45 CFR 46.206)
Research involving, after deliver, the placenta; the dead fetus; macerated fetal material; or cells, tissue, or organs excised from a dead fetus, shall be conducted only in accord with any applicable federal, state, or local laws.
Research not otherwise approvable which presents an opportunity to understand, prevent, or alleviate a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates (45 CFR 46.207)
The research presents a reasonable opportunity to further the understanding, prevention, or alleviation of a serious problem affecting the health or welfare of pregnant women, fetuses, or neonates.
Prisoners- General Information 
Prisoner - Any individual involuntarily confined or detained in a penal institution. The term is intended to encompass individuals sentenced to such an institution under a criminal or civil statute, individuals detained in other facilities by virtue of statutes or commitment procedures which provide alternatives to criminal prosecution or incarceration in a penal institution, and individuals detained pending arraignment, trial, or sentencing. 
In order to be given the correct regulatory category language must be documented, reviewed, and approved as part of the IRB materials. Provide protocol specific justification for each item to assist the IRB with their review.
Will any of the prisoners be children?
Please check the Children box at the top of the form to complete that section.
Has permission from the facility the prisoners are housed been obtained?
Specify the status of the prisoners:
Prisoner Categories (45CFR 46.306(a)(2)) 
(Please pick the most appropriate check box below)
Other Considerations (45 CFR 46.305) 
(Please pick the most appropriate check box below)
Research where any possible advantages accruing to the prisoner through his or her participation in the research, when compared to the general living conditions, medical care, quality of food, amenities and opportunity for earnings in the prison, are not of such a magnitude that his or her ability to weigh the risks of the research against the value of such advantages in the limited choice environment of the prison is impaired.
The risks involved are commensurate with risks that would be accepted by non-prisoner volunteers.
Procedures for the selection of participants within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners.
The information is in language which is understandable to the population.
Adequate assurance exists that parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole.
There may be a need for follow-up examination or care of participants after the end of their participation, adequate provision has been made for such examination.
Native American- General Information 
The research or institutional engagement takes place in Indian Country, or Alaska Native homelands, and/or on land under the control or jurisdiction of a sovereign tribe; orHuman research is conducted in Indian Health Service (HIS) facilities or involving IHS staff or resources, orThe research or institutional engagement involves participation by members of a sovereign tribe and may foreseeably result in research results with implications specific to a tribe or to individuals as members of a tribe ; orAny research or institutional engagement involving human remains, funerary objects, sacred objects, or objects of cultural patrimony that are subject to the Native American Graves Protection and Repatriation Act; orThe research involves human subjects, including genetic testing or testing of blood, tissue, or other biological materials if the individual's membership in or affiliation with a tribe is identified, and that is intended to or that may foreseeably result in conclusions or generalizations about a tribe or individuals as members of a tribe
The researcher has consulted with the Native Nation or Indigenous Group and has obtained approval documentation
Will data or information remain with the researcher once the study is complete?
Will biological specimens be collected from this population (e.g. saliva, blood, or tissue)?
*If genetic research may be done, include in the informed consent required language that can be found in the guidance, Native Americans or International Indigenous Population
Will biological specimens from this population be placed in a repository?
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