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	Initial Application

Florida Hospital Tampa Bay Division Institutional Review Board


	Submission deadline: All Part A & B documents due on the 1st of the month for review on the 3rd Tuesday.

All documents are to be submitted under (2) separate Part A & B email attachments or 17 collated paper copies for Part A, and 3 collated paper copies for Part B.  Ensure all documents and revisions are clearly identified, and in the following order:

	Part A - #1.
	Initial Application filled out and signed.  Please note that blanks and/or insufficient information may result in a delay of your review/approval.


Contact and Protocol Information
	Today's Date:

	     


	Type of Review Requested:
	 FORMCHECKBOX 
 Full Review                     
	 FORMCHECKBOX 
 Expedited Review
        
	 FORMCHECKBOX 
 Exempt Research

      Determination


	Protocol Title:
	Title:       

	
	Ver#:       

	Study Type
	 FORMCHECKBOX 
  Device Trial
	IDE #:       
	Phase#:       
	Device Class:       

	
	Risk Assessed by FDA:      
*Required field – All FDA letters associated with the  approval must be included with the submission.

	
	 Risk Assessed by Sponsor:      
*Required field – Please include documentation from the sponsor regarding the risk assessment.


	
	 FORMCHECKBOX 
  Drug Trial
	IND #:      
	Phase #:       
	

	
	If no IND # available, has the FDA determined that an IND is not required?  Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

If yes, please explain:       
*If an IND is not required, please include a letter from the FDA stating the citing the IND waiver.

	
	 FORMCHECKBOX 
  Post Market 

       Approval Study
	 FORMCHECKBOX 
  Registry 
	  FORMCHECKBOX 
  Prospective 

        Data Review   
	  FORMCHECKBOX 
  Retrospective 

        Data Review   

	
	 FORMCHECKBOX 
  Investigator Initiated Study 

*Written and conducted by the person(s) submitting the application.

	
	 FORMCHECKBOX 
  Other (please describe):       

	
	Is the procedure, data collection, etc., that is associated with the research standard of care?* 

Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

*will the procedure, data collection, etc. (all aspects) be conducted/collected  whether or not the subject participates in the trial?

	Protocol Sponsor Information:
	Name:          

	
	Address:      

	
	Phone #:       

	Principal Investigator:
	Name:        

	
	Mailing Address:       

	Co-Investigator(s):

*if applicable
	Name:        

	
	Mailing Address:       

	Primary Contact:
	Name:       
	E-mail:       

	
	Telephone:       
	Fax:       


	Funding
	Special Considerations

	Yes
	No
	
	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Funded?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Exempt eligibility determination request B


	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Federal
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Partial Waiver of HIPAA Authorization D

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	State
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Full Waiver of HIPAA Authorization E

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Industry
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Waiver of Informed Consent F

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Foundation  / Other:      
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Genetic studies on subjects’ specimens?

	
	
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Storing subjects’ specimens for future research?

	Monetary Consideration
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Radiation Exposure Involved? C

	Yes
	No
	
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Vulnerable Populations
?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Monetary or other compensation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Central IRB: Reviewed by a central IRB?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Extra costs to the subject for participation?
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	IRB Fees: Request waiver of IRB fees? 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Increased hospital costs? 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	

	Regulatory

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Is the study subject to FDA oversight?

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Does the study include an established DSMB?

If no, and if applicable, please provide an explanation of how unexpected serious adverse events will be monitored and reported:       

	 FORMCHECKBOX 
 - N/A
	

	IRB Approvals

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Has the submission been approved, disapproved, or withdrawn by another IRB?
If yes, please explain:      
*IRB letters of approval, denial, or withdrawals must be included with the submission.

	Conflict of Interest

	Yes
	No
	

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Currently or during the term of this research study, does any member of the research team or his/her family have or expect to have:

a) A personal financial interest in or personal financial relationship
 with the sponsor of this study or with an entity that owns or has the right to commercialize a product, process or technology studied in this project?

b) A board membership of any kind or an executive position (paid or unpaid) with the sponsor of this study or with an entity that owns or has the right to commercialize a product, process or technology studied in this project?


1. Brief Description of Project: (300 words or less)

     
2. Description of the subjects involved:
Total Subjects:      
Estimated enrollment at each site: 
      Florida Hospital Tampa           Florida Hospital Connerton (LTAC)           Florida Hospital Carrollwood  

       Florida Hospital Pepin Heart           Florida Hospital Zephyrhills           Florida Hospital North Pinellas

      Florida Hospital Wesley Chapel

Comments:
     
3. Overall study design,  plan and procedures - Methodology
     
4. Special Considerations - Comment on special considerations, including: radiation exposure (type, level of exposure, related risk)
, vulnerable subjects (including planned protections), advertisement / recruitment activities, etc.
*Radiation Risk Calculator:   http://www.safety.duke.edu/radsafety/consents/default.asp    
Comments:

     
	Part A  - #2.
	· Exempt Status Determination (Complete this section only if requesting a determination from the IRB as to whether or not the your study qualifies for exemption from IRB oversight. (The IRB must review the submission and provide an exemption ruling) B
*OHRP Decision Chart:  http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html


A. Does the research involve only the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens?  Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

Please explain:      
*Existing means existing before the research is proposed to an institutional official or the IRB to determine whether the research is exempt.
B. Are the sources publicly available?  Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

Please explain:      
C. Will information be recorded by the investigator in such a manner that the subjects cannot be identified,
     directly or through identifiers linked to the subjects?  Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

Please explain:      
	Part A - #3.
	· HIPAA Partial Waiver of Authorization for Screening  (Complete this section if screening is conducted outside of the investigator’s own practice or does not rely entirely upon referrals from direct care-providers)

*OHRP Decision Chart:  http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html


A. The recruiting and/or screening will be conducted by: 

 FORMCHECKBOX 
 Physicians / staff who are treating or have treated the potential participants. 

 FORMCHECKBOX 
 Physicians / staff who are not treating and have not treated the potential participants. 
B.  Provide specific responses to describe why the partial waiver is justified.  (Check all that apply).

 FORMCHECKBOX 
 Request is solely to review PHI as necessary to prepare a protocol / grant.

   FORMCHECKBOX 
 Request is solely to review PHI as necessary to assess feasibility of conducting a study

 FORMCHECKBOX 
 Subject recruitment

 FORMCHECKBOX 
 The use/disclosure of Protected Health Information (PHI) to screen candidates for research involves no more than minimal risk to the privacy of individuals*

C.  Describe why PHI is necessary to recruit and/or screen prospective patients (why the research cannot practicably be
 conducted without access to and use of PHI)*:       
D. Describe why a partial waiver is necessary to obtain the PHI (why it is not practicable to obtain the PHI in another way)*:      
E. Describe the plan to protect the identifiers from improper use and disclosure*:        
F. If the PHI will be removed from the Hospital (Covered Entity), provide an assurance that the PHI will not be reused or disclosed to any other entity and  describe the plan to destroy the identifiers at the earliest opportunity consistent with conduct of the research, unless there is a health or research justification for retaining, reusing, or disclosing the identifiers or such retention, reuse, or disclosure is required by law; state the legal requirement to retain, reusing, or disclosing the identifiers*:       
	Part A - #4.
	· HIPPA Full Waiver or Alteration (Complete this section if requesting the IRB to waive obtaining HIPAA authorization from study participants, or altering the HIPAA authorization process )

*OHRP Decision Chart:  http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html


A. Describe the plan to protect PHI identifiers from improper use and disclosure.       

B. Describe the plan to destroy PHI identifiers at the earliest opportunity.     
*consistent with the conduct of the research, absent a health or research justification for retaining the identifiers or if

retention is otherwise required by law as previously described above in A3(F).

C. Will the PHI be reused or disclosed to any other person or entity?  If yes, please explain:       

D. Describe why the research could not practicably be conducted without access to and use of the PHI:      
E. Describe why the research could not practicably be conducted without the requested waiver or alteration:      
	Part A - #5.
	· Informed Consent Waiver or Alteration (Complete this section if requesting the IRB to waive obtaining Informed Consent authorization from study participants, or altering the Informed Consent process)

*OHRP Decision Chart:  http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html


Type of request:  Waiver:   FORMCHECKBOX 
    Alteration:   FORMCHECKBOX 

A. Describe why waiver or alteration of Informed Consent is being sought:      
B.  Describe why the research involves no more than minimal risk to the subjects:      
C. Describe why the waiver or alteration will not adversely affect the rights and welfare of the subjects:      
D. Describe why the research cannot be practicably carried out without the waiver or alteration:      
E. If the Informed Consent is waived, will subjects be provided with additional pertinent information after participation?  
Yes:   FORMCHECKBOX 
   No:   FORMCHECKBOX 

If no, describe why this is not applicable:       
	· Submission Check-List
	· Please check all that apply, and include associated documents with the submission.  See footnotes when indicated for additional information.
*Required

	Part A  FORMCHECKBOX 
 #6.
	· Proposed informed consent document 

Containing all requirements of 21 CFR 50.25 (a), 21 CFR 50.25(b) that are appropriate to the study, Meeting all the requirements of 21 CFR 50.20, including all elements referenced in ENDNOTE G

	Part A  FORMCHECKBOX 
 #7.
	· Provisions for protection of subject’s privacy and confidentiality (HIPAA) 


	Part A  FORMCHECKBOX 
 #8.
	· Study protocol 


	Part A  FORMCHECKBOX 
 #9.
	· Proposed Advertisement / Recruitment Materials or any Patient Education material the patient will be provided by the research team during the conduct of this study.

	Part A  FORMCHECKBOX 
 #10.
	· Investigator Brochure

	Part A  FORMCHECKBOX 
 #11.
	· Food and Drug Administration approval letter for the Investigational Device Exemption (IDE).
*Required with submission

	Part A  FORMCHECKBOX 
 #12.
	· Sponsor statement of risk assessment for device trials.
*Required with submission

	Part B
	Submission deadline: 

1) All Part B documents are due on the 1st of the month for review on the 3rd Tuesday.

2) All documents are to be submitted under separate Part B email attachment or 3 collated paper copies.  Ensure all documents and revisions are clearly identified, and in the following order:

	Part B  FORMCHECKBOX 
 #1.
	· Other e.g. Case report form(s), Manual Of Procedure, Instructions for Use (if appropriate) 
     

	Part B  FORMCHECKBOX 
 #2.
	· Study Budget (preliminary or final as available)

	Part B  FORMCHECKBOX 
 #3.
	· Financial Disclosure(s) for Investigators

	Part B  FORMCHECKBOX 
 #4.
	· 1572 (for drug studies)
Includes a list of all investigators associated with the study

	Part B  FORMCHECKBOX 
 #5.
	· List of investigators (for studies that do not have a 1572)
*Sponsored trials that do not have a 1572 (device trials, etc.): Include a list of investigators that have been approved by the sponsor to participate, such as a site delegation log.  
*All others: Include statement signed by the Principal Investigator of all investigators on the trial, including their role in the trial.

	Part B  FORMCHECKBOX 
 #6.
	· Current Principal Investigator Resume must be on file, sufficient to demonstrate professional qualifications to do the research. (MUST BE DATED & SIGNED within 2 yrs)

	Part B  FORMCHECKBOX 
 #7.
	· Current Professional license of Principal Investigator must be on file.

	Part B  FORMCHECKBOX 
 #8.
	· Copy of Principal Investigator Human Protections Certification or other investigator education must be on file. Education is available at:  http://phrp.nihtraining.com/users/register.php
*Certifications must be updated every 3 years


Florida Hospital Tampa Bay Division Institutional Review Board
Principal Investigator Agreement
· IRB Oversight: I certify that I and my research team have completed the Florida Hospital Tampa (FHT) Bay Division  Institutional Review Board (IRB) requirements to conduct the research submitted for approval. All members of the research team have completed all training necessary for the proper conduct of this research study.
· I am familiar with and agree to comply with good clinical practice in research and regulations regarding research, including 21 CFR 50 (informed consent). In conducting research involving FDA regulated products, I will comply with applicable FDA regulations and fulfill all investigator responsibilities, including those described at 21 CFR 312 (drug) and 812 (device).
· I am familiar with and agree to comply with relevant institutional and IRB policies and procedures for the protection of human subjects. I acknowledge and agree to cooperate in the IRB’s initial and continuing review, record keeping, reporting, and certification. I will provide all information required by the IRB in a timely fashion. I will abide by the IRB’s determinations and will accept the final authority and decisions of the IRB. I acknowledge that non-compliance with federal and state laws and Florida Hospital Tampa Bay Division (FHTBD) Institutional Review Board (IRB) requirements could result in forfeiture of research privileges at FHT.
· I will obtain approval from the FHT IRB for any proposed changes in a previously approved study. The proposed changes will not be implemented before IRB review and approval, unless necessary to eliminate apparent immediate hazards to subjects. Such changes will be immediately reported to the IRB. I understand that verification of change in the study protocol, study methods and informed consent may be observed at any time by a representative from the IRB.
· Informed Consent: I will not enroll subjects in research prior to the research study’s review and approval by the IRB and Research Administration. The informed consent document shall bear the expiration date of the IRB approval period.
· I will obtain, document, and maintain records of informed consent from each subject; providing each research subject with a copy of the IRB-approved consent form at the time of consent, retaining the original signed forms in a reasonably secure and confidential area for at least three years after termination of the research project. 
· Adverse events: I will report any unanticipated adverse experiences, injuries, and other unanticipated problems that involve risks to subjects and others, either physical, psychological, or threats to privacy within ten (ten) working days in which the event is known to me, or within 48 hours if the event results in death.
· Continuing Review: I understand that regardless of other communication or review, as requested by the IRB, the Principal Investigator will prepare a progress report, which will include a summary of the results of the study and impact on the subjects enrolled in the study. The frequency of these will be on the basis of risk to subjects, but will be at least annually. 
· I agree to promptly notify the IRB of any FDA/OHRP Audit or Results and that unpurged reports will be promptly forwarded to the IRB.
· Patient Care: I acknowledge my responsibility for safeguarding the rights and welfare of each research subject and that the subject’s rights and welfare takes precedence over the goals and requirements of the research.
· I understand that emergency medical care involving a study product or procedure may be delivered without IRB review and approval to the extent permitted under applicable federal regulations and state law. I understand that data and information obtained as a result of emergency medical care utilizing study products or procedures shall not be included as part of the research.
· Confidentiality: I certify that the PHI authorized, will not be reused or disclosed to any other person or entity, except as required by law, for authorized oversight of the research study, or for other research for which the use or disclosure of PHI is authorized.
· I or a sub-investigator will present the study for initial review at the IRB meeting
.
     _____________________________________________               ___________________________________________
     Signature of Principal Investigator                 Date                   FHT Supervisor (if applicable)                  Date
Application Approved by:
____________________________________________          ___________________________________________
IRB Committee Chair                                 Date
          Institutional Representative
                   Date
ENDNOTES – FOR INVESTIGATOR USE ONLY
� Vulnerable populations may include those who are decisionally impaired, pregnant women, minors (under 18), teenagers (12-17), prisoners, fetuses / abortuses or other potential at-risk populations.





� A personal financial relationship shall include gifts of cash or in-kind.


* Required Elements for Partial Waiver








� May the IRB Review Be Done by Expedited Procedures? 





Does the research present no more than minimal risk to human subjects and….�
�
(1) Clinical studies of drugs and medical devices only when condition (a) or (b) is met (a) Research on drugs for which an investigational new drug application (21 CFR Part 312) is not required. (Note: Research on marketed drugs that significantly increases the risks or decreases the acceptability of the risks associated with the use of the product is not eligible for expedited review.) (b) Research on medical devices for which (i) an investigational device exemption application (21 CFR Part 812) is not required; or (ii) the medical device is cleared/approved for marketing and the medical device is being used in accordance with its cleared/approved labeling.�
�
(2) Collection of blood samples by finger stick, heel stick, ear stick, or venipuncture as follows:


(a) from healthy, nonpregnant adults who weigh at least 110 pounds. For these subjects, the amounts drawn may not exceed 550 ml in an 8 week period and collection may not occur more frequently than 2 times per week; or (b) from other adults and children, considering the age, weight, and health of the subjects, the collection procedure, the amount of blood to be collected, and the frequency with which it will be collected. For these subjects, the amount drawn may not exceed the lesser of 50 ml or 3 ml per kg in an 8 week period and collection may not occur more frequently than 2 times per week.�
�
(3) Prospective collection of biological specimens for research purposes by noninvasive means.


Examples: (a) hair and nail clippings in a nondisfiguring manner; (b) deciduous teeth at time of exfoliation or if routine patient care indicates a need for extraction; (c) permanent teeth if routine patient care indicates a need for extraction; (d) excreta and external secretions (including sweat); (e) uncannulated saliva collected either in an unstimulated fashion or stimulated by chewing gumbase or wax or by applying a dilute citric solution to the tongue; (f) placenta removed at delivery; (g) amniotic fluid obtained at the time of rupture of the membrane prior to or during labor; (h) supra- and subgingival dental plaque and calculus, provided the collection procedure is not more invasive than routine prophylactic scaling of the teeth and the process is accomplished in accordance with accepted prophylactic techniques; (i) mucosal and skin cells collected by buccal scraping or swab, skin swab, or mouth washings; (j) sputum collected after saline mist nebulization.�
�
(4) Collection of data through noninvasive procedures (not involving general anesthesia or sedation) routinely employed in clinical practice, excluding procedures involving x-rays or microwaves. Where medical devices are employed, they must be cleared/approved for marketing. (Studies intended to evaluate the safety and effectiveness of the medical device are not generally eligible for expedited review, including studies of cleared medical devices for new indications.) Examples: (a) physical sensors that are applied either to the surface of the body or at a distance and do not involve input of significant amounts of energy into the subject or an invasion of the subject=s privacy; (b) weighing or testing sensory acuity; (c) magnetic resonance imaging; (d) electrocardiography, electroencephalography, thermography, detection of naturally occurring radioactivity, electroretinography, ultrasound, diagnostic infrared imaging, doppler blood flow, and echocardiography; (e) moderate exercise, muscular strength testing, body composition assessment, and flexibility testing where appropriate given the age, weight, and health of the individual.�
�
(5) Research involving materials (data, documents, records, or specimens) that have been collected, or will be collected solely for nonresearch purposes (such as medical treatment or diagnosis). �
�
(6) Collection of data from voice, video, digital, or image recordings made for research purposes.�
�
(7) Research on individual or group characteristics or behavior (including, but not limited to, research on perception, cognition, motivation, identity, language, communication, cultural beliefs or practices, and social behavior) or research employing survey, interview, oral history, focus group, program evaluation, human factors evaluation, or quality assurance methodologies.�
�






� Exempt Categories of Research


Choose a category that fits your research study. If you do not see a category that is suitable, the next step is to review the expedited categories. Research activities in which the only involvement of human subjects will be in one or more of the categories specified by Federal Regulations 45 CFR 46.101(b) are exempt from the requirements of 45 CFR 46. In order for research to qualify for exempt status, exempt status must be submitted and approved by the IRB. The exempt categories do not , however, apply to research involving deception of subjects (the researcher deceives the subject with regard to the purpose of the research and/or the results of the subject’s actions in the study), sensitive behavioral research, or to research involving prisoners, mentally incompetent people and other subject populations determined to be vulnerable.�
�
(1) Research conducted in established or commonly accepted educational settings, involving normal educational practices, such as (i) research on regular and special education instructional strategies, or (ii) research on the effectiveness of or the comparison among instructional techniques, curricula, or classroom management methods.


(2) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures or observation of public behavior, unless:


(i) Information obtained is recorded in such a manner that human subjects can be identified, directly or through identifiers linked to the subjects; and (ii) any disclosure of the human subjects' responses outside the research could reasonably place the subjects at risk of criminal or civil liability or be damaging to the subjects' financial standing, employability, or reputation.


(3) Research involving the use of educational tests (cognitive, diagnostic, aptitude, achievement), survey procedures, interview procedures, or observation of public behavior that is not exempt under paragraph (b)(2) of this section, if:


(i) The human subjects are elected or appointed public officials or candidates for public office; or (ii) federal statute(s) require(s) without exception that the confidentiality of the personally identifiable information will be maintained throughout the research and thereafter.


(4) Research, involving the collection or study of existing data, documents, records, pathological specimens, or diagnostic specimens, if these sources are publicly available or if the information is recorded by the investigator in such a manner that subjects cannot be identified, directly or through identifiers linked to the subjects.


(5) Research and demonstration projects which are conducted by or subject to the approval of department or agency heads, and which are designed to study, evaluate, or otherwise examine:


(i) Public benefit or 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.


(6) Taste and food quality evaluation and consumer acceptance studies, (i) if wholesome foods without additives are consumed or (ii) if a food is consumed that contains a food ingredient at or below the level and for a use found to be safe, or agricultural chemical or environmental contaminant at or below the level found to be safe, by the Food and Drug Administration or approved by the Environmental Protection Agency or the Food Safety and Inspection Service of the U.S. Department of Agriculture.�
�



� Is Radiation involved in the research study?


Radiation exposure levels and a risk assessment are to be calculated utilizing the Duke University radiation risk website.�
�
risk calculator website:  � HYPERLINK "http://www.safety.duke.edu/radsafety/consents/default.asp" �http://www.safety.duke.edu/radsafety/consents/default.asp�


Level of exposure


Level of risk�
�
page “2 of 11”: complete Part A, #1, section #4 - Special Considerations�
�
the radiation risk statement is to be printed and included with the initial submission�
�
user permission to use the site is covered by the Florida Hospital Tampa Bay Division IRB user agreement, therefore, individual permission is not needed. �
�



� Is a HIPAA Partial Waiver of Authorization required for screening?


If screening potential research participants for eligibility in protocols involves soliciting health information from the participants, the [FHT] researcher/staff must either �
�
(a) obtain a signed Authorization from the participant prior to the screen or 	 �
�
(b) request from the IRB a partial waiver of the Authorization to allow the solicitation of health information for screening for eligibility into the protocol.�
�
complete Part A, #3.�
�
      


 � NOTEREF _Ref319598575 \f  \* MERGEFORMAT �E�  Is a HIPAA Full Waiver of or Alteration of Authorization being requested?





If full waiver of the HIPAA authorization is being sought, the [FHT] researcher/staff must �
�
(a) provide a waiver eligibility determination to the IRB based on the OHRP decision chart.


      *see the OHRP decision chart:   � HYPERLINK "http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html%20%20" ��http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html � �
�
(b) request from the IRB a waiver of Authorization.�
�
complete Part A, #4,�
�






� Is waiver of Informed Consent being requested?


If waiver of Informed Consent is being requested, the research must involve no more than minimal risk to the subjects, and the [FHT] researcher/staff must �
�
(a) provide a waiver eligibility determination.


      *see the OHRP decision chart:   � HYPERLINK "http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html" �http://www.hhs.gov/ohrp/policy/checklists/decisioncharts.html��
�
(b) Complete Part A, #5 of the Initial Application form, requesting IRB Waiver and providing the information needed


       by the IRB to make a determination. �
�
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.  45 CFR 46.102(i)�
�



�Proposed Informed Consent document must:


Contain all requirements of 21 CFR �HYPERLINK "C:\\CRD\\BWRIGHT\\ldrager\\Local Settings\\Temporary Internet Files\\OLK1DD\\IRB Policies.doc" \l "InformedConsent"��50.25� (a), 21 CFR 50.25(b) that are appropriate to the study; meeting all the requirements of 21 CFR 50.20, including:�
�
A statement that the study involves research.	 �
�
An explanation of the purposes of the research and the expected duration of the subject’s participation.�
�
A description of the procedures to be followed and identification of any procedures that are experimental.�
�
A description of any reasonably foreseeable risks or discomforts to the subjects (e.g. Is the patient charged for the investigational drug or device?)�
�
A description of any benefits to the subject  (including compensation and how much) to or to others that may reasonably be expected from the research. (e.g. Do any rewards offered the subject offer undue inducement?)�
�
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 subjects will be maintained and that notes the possibility that the FDA, OHRP, and other regulatory agencies, may inspect the records.�
�
An explanation of whether compensation or medical treatment is 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 subject’s rights, and whom to contact in the event of a research-related injury to the subject.�
�
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.�
�
Is informed consent consistent with the law?	�
�
Is the process to obtain consent appropriate? (Circumstances surrounding consent procedure, including setting, subject autonomy concerns, language difficulties, vulnerable populations.)�
�
Is informed consent appropriately documented? (Including any procedures for obtaining assent from minors, using witnesses, translators and document storage.)�
�
For FDA regulated trials, include a statement that the trial description is available at ClinicalTrials.gov:


"A description of this clinical trial will be available on � HYPERLINK "http://www.ClinicalTrials.gov" ��http://www.ClinicalTrials.gov�, as required by U.S. Law. This Web site will not include information that can identify you. At most, the Web site will include a summary of the results. You can search this Web site at any time."�
�
Additional elements of informed consent that are required when appropriate to the study.�
�
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) that 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 procedure 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.�
�
Translated consent documents as necessary, considering likely subject populations�
�
Is third-party necessary to observe the consent process?�
�



� HIPAA


Provisions for protection of subject’s privacy and confidentiality (HIPAA)�
�
Disclosure of PHI collected and used in the study?�
�
Who may use or disclose PHI?�
�
Who might receive PHI and how will they use it?�
�
Duration of authorization?�
�
Disclosure of how and when they may review their study-related record?�
�
How they may voluntarily withdraw permission to use PHI?�
�






� Study protocol essential elements


Study protocol which includes / addresses:�
�
Title of the study�
�
Purpose of the study (including the expected benefits obtained by doing the study).�
�
Sponsor of the study�
�
Results of previous related research�
�
Subject inclusion/exclusion criteria�
�
Justification for use of any special/vulnerable subject populations (for example, the decision-impaired, children)�
�
Study design (as needed, a discussion of the appropriateness of research methods)�
�
Description of procedures to be performed.�
�
Provisions for managing adverse reactions.�
�
Compensation to subjects for their participation.�
�
Any compensation for injured research subjects�
�
Extra costs to subjects for their participation in the study�
�
Extra costs to third party payers because of subject’s participation�
�






Study Budget (if applicable)


A copy of the study budget must be included with the submission.  �
�
1.�
Preliminary Buget: If the budget is not finalized at the time of the submission, a preliminary budget should be included.  �
�
2.�
Final Budget: The Final Budget should be submitted to the IRB at the time of completion.  If the budget is not received within 3 months of the approval, an update is to be provided to the IRB.�
�






Co and Sub Investigator(s) Information


If the study does not include a 1572 (statement of investigator for FDA trials), you must:)(statement of investigator for FDA trials)get is not received within 3 months of the approval, an update is to be provided to t�
�
1.�
Provide a list of all investigator’s participating in the study, including their role, i.e., Sub-Investigator, Co-Investigator, etc.�
�
2. �
Provide a copy of the investigator(s) CV (signed and dated), NIH certification, and applicable licenses.�
�






IRB Response


You will receive one of 4 responses�
�
1.�
Letter of approval as presented, along with the approved informed consent (if one exists).�
�
2.�
Letter of approval with contingencies which will include information as to what determined a contingency and how to revise submission to lift contingency. �
�
3.�
Letter notifying you the study was tabled, stating why the study was tabled and what needs to be done to present the study again at the next meeting.�
�
4.�
Letter of denial, stating why the study was denied and informing you of what can be done to present the study again or stating why it cannot be re-presented.�
�
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