
Contents 
 
 
Prologue  
 
Chapter 1.  Introduction 

 

 Research Defined……………………………………………………… 1-1 
 Research: A Shared Responsibility……………................................ 1-2 
 The Foundation of 45 CFR 46: The Belmont Report……………………… 1-3 

 Respect………………………………………………………………..... 1-3 
  Beneficence…………………………………………………………..... 1-3 
  Justice………………………………….………………………………… 1-3 

 
Chapter 2.  Application Submission 
 

 

 The Basic Application………………………………………………………… 2-1 

 Pilot Studies…………………………………………………………………… 2-3 

 If the Research is Conducted at non-Sunrise Health facilities or  
 Recruitment is Performed at non-Sunrise Health facilities…………………. 

2-3 

 When Research Requires the Review of Other Institutional Committees… 2-4 

 If the Research Involves Advertisements, etc………………….................... 2-4 

 If the Research Involves Survey, Questionnaires, etc……………………… 2-5 

 Drug and Device Brochures…………………………………………………… 2-5 

 Claim of Exemption…………………………………………………………… 2-5 

 Modifications to Currently Approved Research (Amendment)…………… 2-6 

 Changing the Principal Investigator…………………………………………… 2-7 

 Renewal………………………………………………………………………… 2-7 

 Completion / Termination……………………………………………………… 2-7 
 
Chapter 3.  The SHIRB Review Process 
 
The Sunrise Health Institutional Review Board (SHIRB)…………………………… 3-1 
Issues Considered By The SHIRB…………………………………………………… 3-2 
 Study Design……………………………………………………………………. 3-2 
 Risks and Benefits……………………………………………………………… 3-2 
 Equitable Selection of Subjects……………………………………………….. 3-3 
 Identification of Subjects and Confidentiality………………………………… 3-3 
 The Informed Consent Process……………………………………………….. 3-3 
 Qualifications 3-3 



Additional Review……………………………………………………………………… 3-3 
Levels of Review………………………………………………………………………... 3-5 
 Full Committee Review………………………………………………………… 3-5 
 IRB Meetings……………………………………………………………………. 3-6 
 Expedited Review………………………………………………………………. 3-7 
 Exempt from IRB Review………………………………………………………. 3-9 
  Anonymous Data………………………………………………………... 3-11 
  Residual Biological Material or Tissue/A Prospective Study……….. 3-13 
  Residual Biological Material or Tissue/A Retrospective Study…… 3-13 
  Extra Biological Material or Tissue/A Prospective Study…………… 3-14 
Study of Existing Data or Human Biological Specimens for Non-Genetic 
Research…………………………………………………………………………………..

3-15 

 Existing Material / Data………………………………………………………… 3-15 
 Extra Material…………………………………………………………………….. 3-16 
 
Chapter 4.  Informed Consent Requirements 
 
The Process of Informed Consent…………………………………………………….. 4-1 
Writing the Consent Form……………………………………………………………… 4-4 
Description of Informed Consent Forms……………………………………………… 4-5 
 General Requirements…………………………………………………………. 4-5 
 Consent Form (CF) Template…………………………………………………. 4-5 
 Creating Plainly Written Consent Forms……………………………………... 4-6 
 Detailed Instructions for Consent Form Header…………………………….. 4-8 
 Detailed Instructions for Each Section 4-9 
Modifying the Consent Process  
 Waiver of Documentation of Informed Consent  
 Waiver or Alteration of Informed Consent  
Assent and Parental Permission for the Participation of Children in Research  
 Assent for Children  
 Parental Permission  
  Conditions of Confidentiality for Parental Permission  
 Waiver of Parental or Guardian Permission  
 Children Under Seven Years of Age  
 Writing the Assent Form for Children From 7-12 Years of Age  
 Condition of Confidentiality for Child’s Assent  
 Youth Assent Form  
Assessing Capacity to Consent  



 SHIRB Approved Research in the Emergency Room or ICU  
 Individuals with Severe Cognitive or Psychiatric Disorders  
  Determining Decision-Making Capacity  
 Who May Consent on Behalf of Incapacitated Individuals  
 Research Involving Withdrawal of Psychotherapeutic Drugs  
Deception or Withholding Information  
 Debriefing  
 
Chapter 5.  Risk / Benefit Assessment 
 
SHIRB Considerations………………………………………………………………..... 5-2 
Identification and Assessment of Risks………………………………………………. 5-2 
 Physical Risks…………………………………………………………………… 5-3 
 Psychological Risks…………………………………………………………….. 5-3 
 Social and Economic Risks……………………………………………………. 5-3 
 Minimal Risk……………………………………………………………………... 5-4 
Benefits…………………………………………………………………………………… 5-4 
 
Chapter 6.  Selection & Recruitment of Subjects 
 
Selection of Subjects…………………………………………………………………… 6-1 
Recruitment of Subjects………………………………………………………………... 6-2 
 Recruitment Tools………………………………………………………………. 6-3 
Payment for Participation in Research……………………………………………….. 6-4 
Recruitment of Children………………………………………………………………… 6-4 
 Permission of a School…………………………………………………………. 6-5 
 
Chapter 7.  Responsibilities of Principal Investigators 
 
Application and Definitions…………………………………………………………….. 7-1 
Record Retention and Confidentiality of Data……………………………………….. 7-2 
 Record Retention……………………………………………………………….. 7-2 
 Confidentiality……………………………………………………………………. 7-3 
Reporting Adverse Events, Complications or Complaints………………………….. 7-4 
 Local Adverse Events…………………………………………………………... 7-4 
  Reporting Requirements……………………………………………….. 7-4 
How to Submit an Adverse Event Form………………………………………………. 7-5 
Definitions……………………………………………………………………………… 7-6 
Audits…………………………………………………………………………………….. 7-6 



 
Chapter 8.  Special Classes of Research Subjects 
 
Fetuses and Human In Vitro Fertilization…………………………………………….. 8-1 
Research Directed Toward the Fetus In Utero………………………………………. 8-2 
Research Involving the Fetus Ex Utero………………………………………………. 8-2 
Consent for Research Involving Fetuses In Utero and  In Vitro Fertilization……... 8-3 
Research Involving Human In Vitro Fertilization…………………………………….. 8-4 
Research with Dead Fetuses, Fetal Material, and the Placenta…………………… 8-4 
 Separating Abortion from Research………………………………………….. 8-4 
 Prohibiting Payments and Other Inducements………………………………. 8-4 
 Informed Consent……………………………………………………………….. 8-5 
 Prohibiting Directed Donations………………………………………………… 8-5 
  Compliance with State and Local Laws………………………………. 8-5 
  Ethical Review of Research……………………………………………. 8-5 
  Determining When Progress to Clinical Studies is Justified……….. 8-6 
  Research in Anticipation of Abortion………………………………….. 8-6 
Women…………………………………………………………………………………… 8-7 
 Pregnant Women as Human Research Subjects…………………………… 8-8 
 Women of Childbearing Potential as Human Research Subjects…………. 8-8 
  Risk to Fertility…………………………………………………………... 8-8 
  Risk to Fetus and/or Infant…………………………………………….. 8-9 
  Active Recruitment of Women…………………………………………. 8-10 
Minorities…………………………………………………………………………………. 8-12 
 Special Vulnerabilities………………………………………………………….. 8-12 
 Consent Form Presentation……………………………………………………. 8-12 
Children…………………………………………………………………………………… 8-14 
 Parental Permission and Research of Minimal Risk………………………… 8-14 
 Parental Permission and Research of More than Minimal Risk……………. 8-14 
Terminally Ill Patients…………………………………………………………………… 8-17 
Prisoners…………………………………………………………………………………. 8-18 
 
Chapter 9.  FDA Requirements 
 
Investigational Drugs, Biologics, and Devices……………………………………….. 9-1 
INDs and IDEs…………………………………………………………………………... 9-1 
Investigators as Sponsors……………………………………………………………… 9-2 
Protocol Design Requirements………………………………………………………... 9-2 



 Sufficiency of Animal and In Vitro Studies…………………………………… 9-2 
30-Day Hold…………………………………………………………………………….. 9-2 
The Approved Protocol Must be Followed…………………………………………… 9-2 
Records Required by FDA……………………………………………………………... 9-3 
 
Chapter 10.   Glossary 
 
General Terms…………………………………………………………………………... 10-1 
Glossary of Medical to Lay Terms……………………………………………………..  
 
Chapter 11.  Forms 
 
New Submissions 

Application to Conduct Human Research 
 
Application Appendix A, Co-Investigators and Study Staff 
 
Application Appendix B, Additional Protections for Children 
 
Application Appendix C, Drugs and Biologics 
 
Application Appendix D – Request for Waiver of Informed Consent/Authorization 
 
Application Appendix E – Excess Human Material 
 
Application Appendix F – Nursing Implementation and Planning 
 
Application Appendix G – Devices 
 
Application Appendix H – Nonionizing Radiation 
 
Application Appendix I – Radiation Exposure Form 
 
Application Appendix J – Additional Protections for Neonates 
 
Application Appendix K – Additional Protections for Pregnant Women and 
Fetuses 
 
Application Appendix L – Research Limited to Use of Medical Records 
 
Application Appendix M – Additional Protections for Individuals with Impaired 
Decision-Making Capacity 
 
Claim of Exemption from Institutional Review Board Review 
 

http://www.sunrisehealthorc.com/Application_to_Conduct_Human_Research.doc
http://www.sunrisehealthorc.com/Appendix_A_CoInvestigators_and_Study_Staff.doc
http://www.sunrisehealthorc.com/Appendix_B_Additional_Protections_for_Children.doc
http://www.sunrisehealthorc.com/Appendix_C_Drugs_and_Biologics.doc
http://www.sunrisehealthorc.com/Appendix_D_Request_for_Waiver_Form.doc
http://www.sunrisehealthorc.com/Appendix_E_Excess_Human_Material.doc
http://www.sunrisehealthorc.com/Appendix_F_Nursing_Implementation_and_Planning.doc
http://www.sunrisehealthorc.com/Appendix_G_Devices.doc
http://www.sunrisehealthorc.com/Appendix_H_Research-Related_Exposure_to_Nonionizing_Radiation.doc
http://www.sunrisehealthorc.com/Appendix_I_Radiation_Exposure_Form.doc
http://www.sunrisehealthorc.com/Appendix_J_Neonates.doc
http://www.sunrisehealthorc.com/Appendix_K_Pregnant_Women_and_Fetuses.doc
http://www.sunrisehealthorc.com/Appendix_K_Pregnant_Women_and_Fetuses.doc
http://www.sunrisehealthorc.com/Appendix_L_Research_Limited_to_Use_of_Medical_Records.doc
http://www.sunrisehealthorc.com/Appendix_M_Individuals_with_Impaired_Decision_Making_Capacity.doc
http://www.sunrisehealthorc.com/Appendix_M_Individuals_with_Impaired_Decision_Making_Capacity.doc


Expedited Review Application Form 
 
Protocol Summary 
 
Amendments (Changes to Approved Research) 

Amendment Form 
 
Co-Investigators and Study Staff Amendment Form 

 
Continuing Review 

Continuing Review Application 
 
Adverse Event Log 
 
Deviation / Violation Log 
 
Protocol Summary 
 

Reporting Adverse Events Occurring at Sunrise Health Sites 
Serious and/or Unexpected Adverse Events 

 
Reporting Adverse Events Occurring at Non-Sunrise Health Locations 

IND / IDE Safety Report Form 
 

Appendix 

1. Department of Health and Human Services  
a. The Belmont Report  
b. Title 45 Code of Federal Regulations Part 46 Protection of Human Subject  
c. Research That May Be Reviewed Through an Expedited Procedure 

2. Food and Drug Administration (FDA)  

a. 21 CFR 50- Protection of Human Subjects  
b. 21 CFR 54- Financial Disclosure by Clinical Investigators  
c. 21 CFR 56 - Institutional Review Boards  
d. 21 CFR 312 - Investigational New Drug (IND) Applications  
e. 21 CFR 812 - Investigational Device Exemptions (IDE's)  
f. FDA ICH Good Clinical Practice Consolidated Guidelines  
g. FDA Examples of Nonsignificant Risk and Significant Risk Devices 

3. National Institutes of Health (NIH)  

a. Office of Grants and Contracts  
b. Office of Recombinant DNA Activities  
c. NIH Policy on Reporting Race and Ethnicity Data 
d. NIH Guidelines on Inclusion of Women and Minorities as Subjects in Clinical 

Research 
e. National Human Genome Research Institute 

http://www.sunrisehealthorc.com/Expedited_Review_Application_Form.doc
http://www.sunrisehealthorc.com/Protocol_Summary.doc
http://www.sunrisehealthorc.com/Amendment_Form
http://www.sunrisehealthorc.com/CoInvestigators_and_Study_Staff_Amendment_Form.doc
http://www.sunrisehealthorc.com/Continuing_Review_Application_Form.doc
http://www.sunrisehealthorc.com/Adverse_Event_Log.doc
http://www.sunrisehealthorc.com/Deviation_Violation_Log.doc
http://www.sunrisehealthorc.com/Protocol_Summary.doc
http://www.sunrisehealthorc.com/Serious_and_or_Unexpected_Adverse_Event_Report.doc
http://www.sunrisehealthorc.com/IND_IDE_Safety_Report_Form.doc
http://www.os.dhhs.gov/
http://www.hhs.gov/ohrp/humansubjects/guidance/belmont.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.htm
http://www.hhs.gov/ohrp/humansubjects/guidance/expedited98.htm
http://www.fda.gov/
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr50_00.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr54_00.html
http://www.fda.gov/oc/ohrt/irbs/appendixc.html
http://www.access.gpo.gov/nara/cfr/waisidx_99/21cfr312_99.html
http://www.access.gpo.gov/nara/cfr/waisidx_00/21cfr812_00.html
http://www.fda.gov/cder/guidance/959fnl.pdf
http://www.fda.gov/cdrh/d861.html
http://www.nih.gov/
http://grants.nih.gov/grants/index.cfm
http://www4.od.nih.gov/oba/
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-01-053.html
http://grants.nih.gov/grants/funding/women_min/women_min.htm
http://grants.nih.gov/grants/funding/women_min/women_min.htm
http://www.nhgri.nih.gov/


4. Office for Human Subject Research Protection (OHRP)  

a. IRB Guidebook  
b. OHRP Guidance (listed by topic)  
c. OHRP Compliance Oversight Procedures  

 

 
 

http://www.hhs.gov/ohrp/
http://www.hhs.gov/ohrp/irb/irb_guidebook.htm
http://www.hhs.gov/ohrp/policy/index.html#topics
http://www.hhs.gov/ohrp/compliance/ohrpcomp.pdf

