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Application for the Approval of Human Subjects Research


GENERAL INSTRUCTIONS

A.	All portions of this form must be completed before submission.  Incomplete forms may result in delayed review and/or approval.  Additional sheets may be attached to this form.  If you have any questions, please contact the Chair of the Human Subjects Committee. [Current contact: Dr. Robin L. Gordon, Education, 213.477.2624 or rgordon@msmc.la.edu]

B.	APPLICATION REVIEW
	Review of applications occurs on a rolling basis and begins as soon as the Principal Investigator (PI) has submitted all application materials. Reviews typically can be completed within 2-3 weeks, at which time the Committee Chair will contact the PI with the committee's decision.

C.	EXPEDITED REVIEW
	An expedited review is simply a review by a sub-committee of the Human Subjects Committee. Expedited review is not a faster review. A protocol must qualify as minimal risk in accordance with the federal regulations that govern human subjects research (45CFR 46) in order to qualify for expedited review.

	Note on Exempt Status: Exempt does not mean the project is exempt from IRB review. It means that the IRB appointee decides that if there is minimal risk, there may not need to be a review by the full board review; however, the researcher done not make this decision. 
 

D.	SIGNATURES
	ALL SIGNATURES MUST BE OBTAINED PRIOR TO SUBMISSION OF THE APPLICATION/RESEARCH PROTOCOL TO THE IRB.  STUDENT PROJECTS MUST HAVE THE FACULTY ADVISOR'S SIGNATURE.
	
Faculty signature on this Protocol Approval Form indicates that:
	•	You are familiar with the requirements for human subjects research as defined by 45CFR 46.
	•	You have reviewed this Protocol Approval Form and accompanying documentation.
	•	You approve of the manner in which human subjects will be involved in this study.


E.  Online Tutorial

All Principal Investigators must take the online tutorial for the protection of human subjects at http://phrp.nihtraining.com/users/login.php?l=3 and include a copy of the certificate of completion with this application. The HSC will not begin review of applications without this certification. The tutorial takes approximately 1-2 hours to complete.

	SUBMIT ONE Electronic copy as well as (1) ORIGINAL COMPLETED AND SIGNED HARD COPY (including any supplementary materials) to:

Robin L. Gordon, Chair Human Subject Committee
Doheny Campus, Building 20
213-477-2624




*MSMC would like to thank the Office of Research at California State University,            Northridge for the permission to use and revise the forms used by their IRB.







Mount St. Mary’s College
Committee for the Protection of Human Subjects

Guidelines For Having Your Research Project Approved

This document is meant to supplement (not replace) the instructions provided on the Human Subjects Protocol form.  If you have any questions regarding the Human Subjects Protocol Form, contact the Chair of the committee.

The Human Subjects Committee has the responsibility of examining research proposals to determine whether they meet guidelines for the protection of the welfare of human subjects. Approval for a project conducted by a faculty member, or by a student under the guidance of a faculty member, must be obtained prior to initiation of contact with human subjects. The successful application meets the following criteria and you may want to read your final draft and check of the boxes below.

· In planning the research, investigators should think carefully about potential avoidable harm to subjects, for example keeping in mind the ethical guidelines of the American Psychological Association and considering the need for cultural sensitivity in approaching subjects. Potential harm will be weighed against potential gain on each proposal reviewed by the Committee. (See Appendix B)

· Benefits of participation in the study should be clearly indicated in the consent form.

· When personal information or videotaping or voice recording is to be obtained during the course of the research, planned disposition of that information should be clearly stated in the consent form, i.e. how will the participant’s identity be kept confidential?

· Remember - The protocol form is your chance to describe your project clearly to the committee.  Failure to provide sufficient detail regarding your project may result in the protocol being returned to you without action causing considerable delay in your research.

· Please provide all information requested in a clear and concise manner and attach any necessary documentation.  Be sure to provide information regarding all procedures and methodology, and if a control group will be used.

· A detailed description of the methods to be used must be provided.  Additional sheets may be attached to the protocol form if necessary.

· The source, age(s) and number of subjects to be used in the study must be clearly stated, and if the subjects will be obtained at a non-MSMC institution, a letter of permission from a representative of that institution must be provided.

· The significance of the work should be clearly described.

· A consent form that follows the sample format detailed in the application must be provided. However, if your protocol requires additional details beyond the example, please include them.

· The risks to subjects must be clearly detailed both in the application and in the consent form. "No risk" is never appropriate. Neither is “passive consent” (using a consent form that implies consent if it is not returned to the researcher). Risks may include emotional distress, physical stress, boredom, fatigue, or risk of bodily injury, as appropriate. There should be an indication on the consent form as to whether financial support for medical or counseling treatment is available to subjects in case of difficulties resulting from participation in the research.

· Clear language that is understandable by an educated layperson must be used throughout the protocol. Avoid excessive use of technical jargon.

· The consent form must be written at the level of an individual who would not have received any college education and has no more than an 8th grade reading level. Again, avoid all technical jargon.


See the following appendices for guidelines for informed consent as well as samples.

Appendix B: Research Activities That May Be Considered To Be Of Minimal Risk To Subject

Appendix C:  How to Protect Human Subjects Requirements For Consent Form

Appendix D: National Institutes of Health Federal Guidelines for Informed Consent

Appendix E: Parent Consent Requirements

Appendix F: SAMPLE Informed Consent


		IRB Application Guidelines and Templates

		

Mount St. Mary’s CollegeAppendices

· Please read the following information pages.

· Download and adapt the forms and templates as needed. Then insert them into your application.

· You must include the Subject Bill of Rights with your Informed Consent.

· Please do not include the general info pages and templates in your final application.

EXPERIMENTAL SUBJECTSAppendix A

BILL OF RIGHTS

The rights below are the rights of every person who is asked to be in a research study. As an experimental subject I have the following rights:

1) To be told what the study is trying to find out,

2) To be told what will happen to me and whether any of the procedures, drugs, or devices is different from what would be used in standard practice,

3) To be told about the frequent and/or important risks, side effects or discomforts of the things that will happen to me for research purposes,

4) To be told if I can expect any benefit from participating, and, if so, what the benefit might be,

5) To be told the other choices I have and how they may be better or worse than being in the study,

6) To be allowed to ask any questions concerning the study both before agreeing to be involved and during the course of the study,

7) To be told what sort of medical treatment (if needed) is available if any complications arise,

8) To refuse to participate at all or to change my mind about participation after the study is started. This decision will not affect my right to receive the care I would receive if I were not in the study.

9) To receive a copy of the signed and dated consent form.

10) To be free of pressure when considering whether I wish to agree to be in the study.

If I have other questions I should ask the researcher or the research assistant, or contact Human Subjects Committee, Mount St. Mary’s College, 10 Chester Place, Los Angeles, CA, 90007 or phone (213) 477- 2624.

X									
Signature of Subject				Date	

Mount St. Mary’s CollegeAppendix A

en Españolol


Sujetos Experimentales
Declaración de Derechos

Los derechos que a continuación se mencionan, son los derechos de cada persona que participa en esta investigación.  Toda persona al participar en estos estudios, tiene derecho:

1. A saber que es lo que el estudio esta tratando de investigar,

2. A estar informado de lo que sucederá, los procedimientos, los medicamentos, y los dispositivos, sean ó no diferentes a los utilizados en un precedimiento normal,

3. A saber la frecuencia y/ó el grado de riesgo, efectos secundarios, ó incomodidades que sucederan en el transcurso de la investigación,

4. A saber si hay algún beneficio al participar en el estudio, y cual sería ese beneficio,

5. A saber si existen otras alternativas que puedan ser mejores ó peores que, participar en esta investigación,

6. A que se le permita hacer preguntas antes de participar en el estudio, al igual que en el transcurso del mismo,

7. A saber que tipo de tratamiento médico (si es necesario) está disponible en caso de que ocurran complicaciones,

8. A renunciar a la participación en el estudio, aún cuando ya haya comenzado.  Cualquier cambio de decisión no afectará el derecho a recibir la atención que se provería al no ser parte de esta investigación,

9. A recibir una copia firmada y fechada de la hoja donde se autorizó la participación,

10. A estar libre de cualquier presión al decidir si quiere ó no participar en el estudio.


En caso de tener preguntas, puede comunicarse con el investigador, el asistente de investigación, ó a la oficina de Human Subjects Committee, Mount St. Mary’s College, 10 Chester Place, Los Angeles, CA, 90007 ó al teléfono (213) 477-  2624.



													
		Firma del participante						  Fecha
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RESEARCH ACTIVITIES THAT MAY BE CONSIDERED TO BE OF MINIMAL RISK TO SUBJECT

1.	Voice recording made for research purpose such as investigations of speech defects.

2.	Moderate exercise by healthy volunteers.

3.	Study of existing data, documents, records, pathological specimens, or diagnostic specimens.

4.	Research on individual or group behavior or characteristics of individuals, such as studies of perception, cognition, game theory, or test development, where the investigator does not manipulate subjects’ behavior and the research will not involve stress to the subject.

5.	Research conducted in established or commonly accepted educational settings, involving normal 	educational practices, such as research or regular and special education instructional strategies, or 	research on the effectiveness of or the comparison among instructional techniques, curriculum, or 	classroom management methods.

6.	Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), if 	information taken from these sources is recorded in such a manner that subjects cannot be 	identified, directly through identifiers linked to the subjects.

7.	Research involving survey or interview procedures, except where:

a. Responses are recorded in such a manner that the human subjects can be identified, 			directly through identifiers linked to the subjects, and

b. The subject’s responses, if they became known outside the criminal or civil liability or be 		damaging to the subject’s financial standing or employability; or the research deals with 			sensitive aspects of the subject’s own behavior, such as illegal conduct, drug use, sexual 			behavior, or use of alcohol.

8.	Research involving the observation (including observation by participants) of public behavior, except where the conditions listed under #7 exists.

9.	Any other category specifically added to this list by HHS published in the Federal Register.




	*These categories are based upon the Federal Code 45 CFR.

Mount St. Mary’s College
Human Subjects Committee
Appendix C

HOW TO PROTECT HUMAN SUBJECTS
Requirements for Consent Form


The consent form is designed as an agreement for the protection of the rights and welfare of any individual who participates as a subject in research.  The following six elements of informed consent are required by DHHS regulations and should be covered on the consent form used.


1.	A statement of the procedure and purposes.  It must state that the study involves research, an explanation of the purposes of the research, a description of the procedures to be followed, expected duration of the participant’s participation, and identification of any procedures which are experimental.

2.	A statement of any potential associated risk and/or discomfort for the subject.  It must include a description of any reasonable foreseeable risks or discomforts to the subjects.

3.	A statement of any associated benefits for the subject.  It must include a description of any benefits to the subject or to others which may reasonably be expected from the research.

4.	A statement indicating that participation is voluntary, and that the subject may withdraw 	at any time.  It must include a statement that the subject may refuse to participate, and may discontinue participation at any time without penalty, or loss of benefits to which he/she is otherwise entitled.

5.	A statement indicating that the subject was given the opportunity to ask questions about 	the procedure, and that they were answered prior to the subject’s agreement to participate.  It must include an explanation of whom to contact for answers to pertinent questions about the research and research subjects’ fights, and whom to contact in the event of a research-related problem. Include telephone number.

6.	A statement regarding the confidentiality of the subject.  It must include a statement describing the extent to which confidentiality of records identifying the subject will be maintained.
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National Institutes of Health Federal Guidelines for Informed Consent


A.	Basic and Additional Elements 
   
· A statement that the study involves research

· An explanation of the purposes of the research

· The expected duration of the subject's participation

· A description of the procedures to be followed

· Identification of any procedures which are experimental

· A description of any reasonably foreseeable risks or discomforts to the subject

· A description of any benefits to the subject or to others which may reasonably be expected from the research

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

· A statement describing the extent, if any, to which confidentiality of records identifying the subject will be maintained

· For research involving more than minimal risk, an explanation as to whether any compensation, and an explanation as to whether any medical treatments are available, if injury occurs and, if so, what they consist of, or where further information may be obtained

· An explanation of whom to contact for answers to pertinent questions about the research and research subjects' rights, and whom to contact in the event of a research-related injury to the subject

· A statement that participation is voluntary, refusal to participate will involve no penalty or loss of benefits to which the subject is otherwise entitled, and the subject may discontinue participation at any time without penalty or loss of benefits, to which the subject is otherwise entitled

B.	Additional elements, as appropriate
   
· A statement that the particular treatment or procedure may involve risks to the subject (or to the embryo or fetus, if the subject is or may become pregnant), which are currently unforeseeable

· Anticipated circumstances under which the subject's participation may be terminated by the investigator without regard to the subject's consent

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

· The consequences of a subject's decision to withdraw from the research and procedures for orderly termination of participation by the subject

· A statement that significant new findings developed during the course of the research, which may relate to the subject's willingness to continue participation, will be provided to the subject

· The approximate number of subjects involved in the study

C.	Documentation Requirements for Informed Consent

Informed consent shall be documented by the use of a written consent form approved by the IRB, and signed by the subject or the subject's legally authorized representative. A copy shall be given to the person signing the form.




NATIONAL INSTITUTES OF HEALTH TIPS ON INFORMED CONSENT


The process of obtaining informed consent must comply with the requirements of 45 CFR 46.116. The documentation of informed consent must comply with 45 CFR 46.117. The following comments may help in the development of an approach and proposed language by investigators for obtaining consent and its approval by IRBs:

* Informed consent is a process, not just a form. Information must be presented to enable persons to voluntarily decide whether or not to participate as a research subject. It is a fundamental mechanism to ensure respect for persons through provision of thoughtful consent for a voluntary act. The procedures used in obtaining informed consent should be designed to educate the subject population in terms that they can understand. Therefore, informed consent language and its documentation (especially explanation of the study's purpose, duration, experimental procedures, alternatives, risks, and benefits) must be written in "lay language", (i.e. understandable to the people being asked to participate). The written presentation of information is used to document the basis for consent and for the subjects' future reference. The consent document should be revised when deficiencies are noted or when additional information will improve the consent process.

* Use of the first person (e.g., "I understand that ...") can be interpreted as suggestive, may be relied upon as a substitute for sufficient factual information, and can constitute coercive influence over a subject. Use of scientific jargon and legalese is not appropriate. Think of the document primarily as a teaching tool not as a legal instrument.

* Describe the overall experience that will be encountered. Explain the research activity, how it is experimental (e.g., a new drug, extra tests, separate research records, or nonstandard means of management, such as flipping a coin for random assignment or other design issues). Inform the human subjects of the reasonably foreseeable harms, discomforts, inconvenience and risks that are associated with the research activity. If additional risks are identified during the course of the research, the consent process and documentation will require revisions to inform subjects as they are re-contacted or newly contacted.

* Describe the benefits that subjects may reasonably expect to encounter. There may be none other than a sense of helping the public at large. If payment is given to defray the incurred expense for participation, it must not be coercive in amount or method of distribution.

* Describe any alternatives to participating in the research project. For example, in drug studies the medication(s) may be available through their family doctor or clinic without the need to volunteer for the research activity.

* The regulations insist that the subjects be told the extent to which their personally identifiable private information will be held in confidence. For example, some studies require disclosure of information to other parties. Some studies inherently are in need of a Certificate of Confidentiality that protects the investigator from involuntary release (e.g., subpoena) of the names or other identifying characteristics of research subjects. The IRB will determine the level of adequate requirements for confidentiality in light of its mandate to ensure minimization of risk and determination that the residual risks warrant involvement of subjects.

* If research-related injury (i.e. physical, psychological, social, financial, or otherwise) is possible in research that is more than minimal risk (see 45 CFR 46.102[g]), an explanation must be given of whatever voluntary compensation and treatment will be provided. Note that the regulations do not limit injury to "physical injury". This is a common misinterpretation.

* The regulations prohibit waiving or appearing to waive any legal rights of subjects. Therefore, for example, consent language must be carefully selected that deals with what the institution is voluntarily willing to do under circumstances, such as providing for compensation beyond the provision of immediate or therapeutic intervention in response to a research-related injury. In short, subjects should not be given the impression that they have agreed to and are without recourse to seek satisfaction beyond the institution's voluntarily chosen limits.

* The regulations provide for the identification of contact persons who would be knowledgeable to answer questions of subjects about the research, rights as a research subject, and research-related injuries. These three areas must be explicitly stated and addressed in the consent process and documentation. Furthermore, a single person is not likely to be appropriate to answer questions in all areas. This is because of potential conflicts of interest or the appearance of such. Questions about the research are frequently best answered by the investigator(s). However, questions about the rights of research subjects or research-related injuries (where applicable) may best be referred to those not on the research team. These questions could be addressed to the IRB, an ombudsman, an ethics committee, or other informed administrative body. Therefore, each consent document can be expected to have at least two names with local telephone numbers for contacts to answer questions in these specified areas.

* The statement regarding voluntary participation and the right to withdraw at any time can be taken almost verbatim from the regulations (45 CFR 46.116[a][8]). It is important not to overlook the need to point out that no penalty or loss of benefits will occur as a result of both not participating or withdrawing at any time. It is equally important to alert potential subjects to any foreseeable consequences to them should they unilaterally withdraw while dependent on some intervention to maintain normal function.

* Don't forget to ensure provision for appropriate additional requirements which concern consent. Some of these requirements can be found in sections 46.116(b), 46.205(a)(2), 46.207(b), 46.208(b), 46.209(d), 46.305(a)(5-6), 46.408(c), and 46.409(b). The IRB may impose additional requirements that are not specifically listed in the regulations to ensure that adequate information is presented in accordance with institutional policy and local law.
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Parent Consent Requirements

Most research involving data collected from children requires parent consent, and will be reviewed by the Human Subjects Committee on a case-by-case basis. Parent consent requirements may be waived if all of the following conditions exist:

· All data are collected as part of the normal course of instruction or evaluation of the child (e.g., scores from testing students after a particular science unit), AND
· Any manipulation of teaching activities or techniques is within the realm of acceptable teaching practices, AND 
· There is no perceived psychological or physical risk to the child. 

Even if the above criteria are met, all research proposals must be submitted to the Human Subjects Committee and receive approval or exempt status before beginning data collection. The purpose for this requirement is that any research involving human subjects by MSMC faculty, staff, or students requires approval by the HSC, even if the research is minimal/no risk or exempt.  According to federal guidelines, the HSC must determine whether a proposal is no-risk or exempt and principal investigators or their advisors may not self-exempt.
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	These are the required components of the consent with a sample of how it might look.

	Appendix F: Sample Informed Consent

	






Project Title




Introduction





Description
of
Research




Subject
Information
& Risks





Confidentiality
& Final
Disposition of
Data



Benefit
of
Participation




Concerns





Voluntary Participation











Include only if you are audio taping




Include only if you are video taping





















Subject Signature

Witness/P.I. signature 



Return form to:

	

Courtesy of CALIFORNIA STATE UNIVERSITY, NORTHRIDGE
	

						  PROJECT
(Indicate PARENTAL or Individual) INFORMED CONSENT FORM


The   		 Project, funded by    			   and conducted by 		 as part of the requirements for the (D.P.T./M.S./M.A.) degree in _________ is designed to train professionals interested in working with infants and toddlers and their parents to work effectively on teams and provide direct service to the children and their families.

The research will add to the limited literature we have about how children develop and the various services they will need.  We are hopeful that this information will be of assistance to physicians, teachers, psychologists, speech and language specialists, child development specialists, nurses, and physical and occupational therapists.  It is also our intention to develop a model for training professionals so that they can better serve future infants and toddlers and their families.

Each child and family will be in the study for two to three years.  Our students will be engaged in periodic assessments and involved in helping your child learn and develop on an individual basis as well as helping your family with concerns relating to your child whenever possible.  The risks from participating in this study include (insert applicable information, e.g., emotional distress, muscle cramps). Neither you nor your child will receive monetary compensation for participation in this study.

Any information that is collected in this study that can be identified specifically with your child will remain confidential and will be disclosed only with your written permission or if required by law.  The cumulative results of this study will be published, but the names or identity of subjects will not be made known.  All data/documentation collected as part of this project will be  (choose one: destroyed, maintained, kept on file, etc.) by the researcher at the conclusion of the study.

However, there may be specific benefits which your child can expect as a result of participation in this study, including (list intervention or treatment that participant will receive as a result of participation). (If participant will not benefit, then indicate that they do not benefit. Also specify the benefit of the study to society.)

If you wish to voice a concern about the research, you may direct your question(s) to the Mount St. Mary’s College Human Subjects Research Committee, 10 Chester Place, Los Angeles, CA  90007, and by phone at ___________.  If you have specific questions about the study you may contact Dr.  	 , faculty advisor, _____________ insert advisor contact info. 

You should understand that approval for your child to participate in this study is completely voluntary, and you may decline to allow your child to participate or withdraw your child from the study at any time without jeopardy.  Likewise, the researcher may cancel this study at any time.





Page 1 of 1 (Please use this numbering format)


During the course of the project participants may be audio taped.  Your initials here _____signify your consent to allow your child to be audio taped. (Specify reason for audiotaping)  All tapes collected as part of this project will be (choose one: destroyed, maintained, kept on file, etc.) by the researcher at the conclusion of the study.

During the course of the project participants may be video taped.  Your initials here _____signify your consent to allow your child to be video taped. (Specify reason for videotaping.) All tapes collected as part of this project will be (choose one: destroyed, maintained, kept on file, etc.) by the researcher at the conclusion of the study. 


I have read the above and understand the conditions outlined for participation in the described study. I have been provided with a copy of this consent form to keep and I give informed consent for my child, named below, to participate in the study.

Child's Name _________________________________________________ 		
         Last				First				MI

Age:  ________Years ________ Months		

Parent/Legal Guardian Printed Name  					______________________________________________________		     
             Last			First		MI


Signature  							   Date   

Witness/P.I. signature   					   Date   


If you have signed this form, please return one copy in an envelope by mail to:

Dr. ____________
Department of __________
Mount St. Mary’s College
10 Chester Place
Los Angeles, CA  90007
        Or give this form to: _______
*Be sure to keep one copy of this consent from for your records.
Page 2 of 2





Appendix G: SAMPLE OF LETTER FROM PARTICIPATING INSTITUTION

Template letter from institutional official providing permission to conduct study at their site (only for studies where subjects will be recruited from a location other than MSMC).

{Letter must be on letterhead with original signature of authorized official}

Date



Mount St. Mary’s College
Standing Advisory Committee for the Protection of Human Subjects
10 Chester Place
Los Angeles, CA  90007

Dear Committee Members:

[Insert your name(s)] has permission to conduct the project entitled [insert title of project here] at [insert name of facility].  I have reviewed the project and am aware of all the activities involved in the project including [list all that are applicable, e.g., surveys, interviews, reviewing student records].



Signed,



[Insert name and title of authorized official]
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