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HUMAN RESEARCH 
PROTOCOL TEMPLATE
(Only for:  Non Exempt minimal risk or
greater than minimal risk studies)
APPLICABLE FEDERAL REGULATIONS: 45 CFR 46    http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html 
[Red font items are required elements; items in black font are to be included in the protocol if applicable.  Delete all instructions/guidance text when finished.
This protocol template is for NEW study submissions only.]

I. PROTOCOL & PRINCIPAL INVESTIGATOR’S (PI’s) INFORMATION

Title, Phase of Study (e.g. early phase descriptive, exploratory, hypothesis-driven, Phase I, etc.), Version/Date of Protocol.  PI Name, Title, Name & Address PI, Phone #, Email Address.
TITLE: __________________________________________________________
PHASE OF STUDY: ________________________________________________
VERSION/DATE:  _________________________________________________
PI NAME(S), TITLE: _______________________________________________
ADDRESS:   _____________________________________________________
PHONE:  _______________________________________________________
EMAIL:  ________________________________________________________
II. ADVISOR / SPONSOR INFORMATION

List sponsor (if funded) or university advisor name and address, phone, email info.

ADVISOR NAME, TITLE:  ___________________________________________
SCHOOL/DEPARTMENT:  __________________________________________
ADDRESS:  _____________________________________________________
PHONE:  _______________________________________________________
EMAIL:  ________________________________________________________
III. ROLES AND RESPONSIBILITIES

Roles and responsibilities of relevant study team members should be described, and roles and responsibilities of all collaborators and collaborating institutions should be described. For study team members, descriptions do not necessarily require identifying individuals by name, but should describe responsibilities by role or title (e.g., “Research Assistant will be responsible for… The PI will be responsible for consenting subjects, etc….”).

IV. OTHER SITE INFORMATION

Location(s) of all research activity and/or other sites if they are categorically “engaged” in research per: http://www.hhs.gov/ohrp/policy/engage08.html.
V. BACKGROUD & STUDY INFORMATION

Provide background summary of research problem; type of research (Psychological, Educational, Device, Social/Behavioral, Nursing, Economic, Tissue/Blood/Other Specimen, Other).
VI. STUDY DESIGN

Details such as current research and data, rationale and significance of the proposed study, any other like information; study design specifics, research objectives (purpose, hypothesis).  Please address the real-world practical issues you will face in carrying out this study.  Distinguish standard procedures versus research intervention. 
THIS SHOULD BE THE LONGEST SECTION OF YOUR PROTOCOL.  It should not read like a summary of everything you’re going to do.  It should be written like a “research recipe.”
 
· That is, it should be a chronologically ordered, step-by-step description of each hypothesis and/or objective/aim, and their corresponding study procedures as they pertain to the study staff, for each study group, and for (each) study visit.
· Any researcher should be able to pick up this document and replicate every single aspect of the research for validation exactly as it was done, with all variables and confounds controlled for.  
· Nothing should be left to reader inference.
VII.   INCLUSION / EXCLUSION CRITERIA

Inclusion criteria and exclusion criteria.  This is a MUST in order to control for your variables.  Think about this thoughtfully in order to sharpen the data you’re trying to obtain.  (If needed, justification of exclusion group based on demographics or their vulnerability), 
VIII. SUBJECT RECRUITMENT & SCREENING

Include detailed description of the recruitment process and method (who, when, where), include detailed description of screening process, data and methods.  List Number of Subjects (and potential attrition rate), Target Study population, Subject Age Range, Subject Gender, Racial/Ethnic Distribution, English/Non-English Speaking Subject Info, translated Consent Form Use, Recruitment Material(s) (newspaper/email advertisements, telephone interview scripts, radio scripts), Vulnerable Subject Info, explicit description of consent precautions regarding subject rights and welfare, Pregnancy Status Info.
(We are specifically concerned about privacy issues. If data are being collected in a classroom setting, who will be present? If a teacher is present, do students feel coerced to participate and does it compromise privacy issues?)
Number of subjects, including those who will serve as "controls" (when applicable). 

	Approximate number and ages of participants:
	Number
	Age Range

	Normal
	
	

	Vulnerable (45 CFR 46 subparts B-D)
	
	

	Control
	
	

	Total
	
	


(A “normal” subject would be 18 years of age or older and not in a vulnerable group. The following would be considered “vulnerable” subjects: children, any hospitalized or otherwise institutional individual, students, and individuals suffering from a medical or mental illness, individuals who are being questioned about a traumatic event (e.g., sexual assault).)
CONCEALMENT AND/OR DECEPTION
If any concealment or deception (withholding of complete information) is required for the validity of this activity, explain why this is necessary, and describe a debriefing plan and/or attach a debriefing statement.  See Gonzaga website for further explanation and description of criteria required to use this.
IX. INFORMED CONSENT PROCESS

Describe the informed consent process in detail.  Include—but do not restrict yourself to—the following information:  who will approach and inform the subject about the study, who will perform the informed consent interview and what type of training has this person had, when will the interview take place in relation to any stressful situation.  If needed, address how privacy and time for decision-making will be provided and whether or not the potential subject will be allowed to discuss the study with anyone before making a decision. Also, if applicable to your study, be sure to describe how subject capacity to consent will be determined and who will make that determination. Method of subject identification and randomization:  coding system, subject randomization/group selection process.  Describe where the informed consent documents will be stored and for how long, and how they will be kept prior to being destroyed and disposed of.

(For medical research, such as some nursing studies, address:  Privacy of medical records information/medical records, Medical Release forms, HIPAA compliance/authorization form. If pregnant subjects will be excluded from participation in the study, the method used to determine pregnancy status in women of childbearing potential must be specified.  Also, state the time that will elapse between the pregnancy test and exposure to research procedures or medical products and how long the non- pregnant subject should use effective contraceptive practices after participating in the study.  Please note that contraceptive practices may be necessary for male subjects participating in certain types of studies.)  

STUDIES WITH MINORS (UNDER 18 YEARS OF AGE)
If subjects are minors and they are capable of assent, describe provisions for getting their assent as well as the provisions of getting permission of their parent(s) or Legally Authorized Representative (LAR).  If there is an assent form or standard briefing statement for children, provide a copy with the adult Informed Consent Form (ICF). 

(Parents must provide signed informed consent for a minor to be in a study. “Negative permission” – returning a consent form only if they do not want their child to participate – is not okay, unless that is the policy of the study setting AND the IRB has approved this.)

X. DATA ANALYSIS
Also, describe research analysis plan as relates to research objectives.  For studies using multiple measures or tests over time, you can display the data collection schedule in a spreadsheet or tabular format.
(For medical studies, e.g. nursing, indicate if information will be copied or abstracted from medical records.  Also indicate how the research is HIPAA compliant.  Provide the HIPAA authorization form if appropriate.  Describe the coding system that will be used to maintain the confidentiality of subjects and describe how subjects will be randomized or placed into study groups.)
For instance, the Data Analysis section might look similar to this:
Objective/Aim 1: __________
Hypothesis 1: _(if used)________________
Statistical Analysis: _(endpoints, metrics, algorithms, etc.)_
 
Objective/Aim 2: __________

Hypothesis 2:  _(if used)________________
Statistical Analysis: _(endpoints, metrics, algorithms, etc.)_
XI.  LABELING & STORAGE OF DATA

Description of consent document storage/time/destroyed/disposed, research records and data storage/time/destroyed/disposed, hard copies vs. electronic, time destroyed/disposed, and any special storage conditions.
XII.   RISK AND INJURY

Procedures, risks (including side effects), measures to minimize risks, and clarification of medical care for research related injury.  What steps are being taken to reduce the level of risk, including any follow-up planned as part of the risk mitigation procedures?  Be sure to consider immediate as well as delayed risks, and psycho/social/emotional, as well as physical risks. Also, consider risks that could be incurred by losing privacy. 
Plan for handling adverse effects. Describe the conditions that would lead you to stop data collection processes or study procedures. Identify resources that you would use to assist with handling any adverse effects.

Arrangement for financial responsibility for adverse effects:  Usually you will want to clarify that these expenses would be incurred by the subject. This needs to be clearly stated in your consent form, too.
XIII. BENEFIT(S)
Identify benefits (as stated in the protocol/consent form).  Consider potential psychological, social, material and physical benefits. Payment of any kind for participation in the study CANNOT be a benefit.  
XIV. PAYMENT / COMPENSATION

Description of all compensation types and for what. Describe when and what method of payment subjects get. Will subjects receive an inducement, e.g. payment, services without charge, extra course credit?  What is the rationale for offering the inducement? 

(An inducement should never be so great that it might be considered coercion. It is okay to give study subjects a small token of appreciation (e.g., a Power Bar after they participate in a physical fitness test, refreshments during a focus group interview).  It also is okay to reimburse subjects for expenses they incur as a result of study participation – e.g., parking fees, babysitting, etc.  If students will get extra credit for being in a study, then those students who do not want to be in the study should be given an alternative way of earning the same extra credit.)

XV. CONFIDENTIALITY

Subject/Data Confidentiality.  Will participation be anonymous, that is, the investigator will have no way to identify subjects by appearance, name or data?  Remember that anonymity/deidentification is different from confidentiality. Anonymity means that there is no way to identify responses with who gave them….You can “anonymize” subjects or a research setting by giving them pseudonyms. Confidentiality has to do with keeping data secure once they are collected – e.g., by storing data in a locked file, etc. 
If data are collected that could be associated with individual subjects, describe the methods to be used to ensure the confidentiality of data obtained.  (Confidentiality for data is required unless subjects give express written permission that their data may be identified.).  Who specifically will have access to some or all of the data?  What provisions are there for control over access to documents and data?  How long will data be held?  How will they be ultimately disposed of?  Per federal guidelines, raw study data must be held for three years in a secure place. Paper documents should then be shredded, tapes erased and destroyed, etc.

XVI. ADVERSE EVENTS

Description of protocol for handling / reporting AEs / SAEs, Unanticipated Problems.
XVII. CHANGES TO PROTOCOL  
Description of management of amendments and wording/requirements, description of departure from the protocol and regulatory requirement.
XVIII. CONTINUING REVIEW & FINAL REPORT 
Description of submitting Continuing Review (CR) reports Info and Final Study Report Info.
XIX. LITERATURE REVIEW

Literature from appropriate journal and other professional sources.

	Checklist to be completed by investigator  (Do not delete this table)
	Yes
	No

	A. Will any group, agency, or organization other than G.U. be involved?  If yes, please specify. If yes, attach a letter of permission to conduct your study. This letter should indicate that all study procedures and materials have been reviewed and approved. If your study proposal has been approved by an IRB at another institution, attach the letter or correspondence that indicates this approval.
	
	

	B. Will materials with potential radiation risk be used, e.g., x-rays, radio- -- isotopes?  If yes, please indicate:

1. Status of annual review by Radiation Safety Officer (RSO).  If approved, attach one copy of approval (Attachment F).  

2. Title of application submitted to Radiation Safety Committee (RSC).
	
	

	C. Will any other hazardous materials come in contact with research subjects?  -- If yes, indicate nature of hazard and steps taken to mitigate risk to subjects.
	
	

	D. Will an investigational new drug (IND) be used?  -- If yes, give name, proposed dosage, how administered, status with FDA, and IND number.  Enclose one copy (Attachment G) of: (1) available toxicity data; (2) reports of animal studies; (3) description of human studies done in other countries; (4) a concise review of the literature prepared by the investigator.
	
	

	E. Will other drugs be used (including over the counter drugs)?  -- If yes, give names, dosages, how administered, and side effects. 
	
	

	F. Will medical, academic or other records be used?

	
	

	G. Will audio-visual or tape recordings, or photographs be made?
	
	

	H. Should this activity be covered by adverse effects insurance?  --  If yes, explain why
	
	


XX. Appendices:
Include copies of all study-related documents, to include but not limited to: Informed Consent Forms (ICFs), recruitment advertisements, Serious Adverse Event report forms, Case Report Forms, Data Collection forms, Research Participant Information sheets.

INTERNATIONAL RESEARCH ONLY
Site location(s), Site PI name(s), Name of Site’s Ethics Committee/IRB, Contact information, Special considerations, rationale for research at site, local standards for any potential health care, health care needs of the local site, risk/benefit ratio in the social context of the local community, ensure informed consent/process/standard methods (including community consent), compensation information, staff and facilities to conduct/monitor research, impact of research on host site.
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