Brookwood Baptist Health
Institutional Review Board (IRB)
Suite 1000 Ridge Park Place, 1130 22nd Street South, Birmingham, Alabama 35205 

Telephone: 205-715-5308
Fax: 205-715-5304
Guidelines for Completing New Research Project Application Form
For an effective review process, it is essential that the members of the BBH- IRB have all the information necessary to assess protocols. In order to facilitate the review of research proposals, the BBH- IRB has developed a checklist of instructions to assist you in preparing your New Research Project Application Form.  In addition to the protection of human subjects, the BBH- IRB also assists the investigator in preparation of his/her proposal within the Federal guidelines and institutional policies.

The BBH- IRB is responsible for assuring that research involving human subjects is carried out in a manner that protects fully the safety, rights and welfare of participants by determining that:

· risks to subjects are minimized and reasonable in relation to anticipated benefits;

· selection of subjects is equitable;

· informed consent is adequate and appropriately documented;

· adequate provisions are in place for monitoring data collected to ensure the safety of subjects;

· adequate provisions are in place to protect the privacy of subjects and the confidentiality of data; and

· there are appropriate safeguards to protect vulnerable subjects.

It is the investigator's responsibility to insure that all necessary information is clearly presented in the BBH- IRB New Research Project Application Form.  If an item is not applicable, indicate this by “NA”.

Certain items of the BBH-IRB New Research Project Application Form can be completed by cross‑reference to a prepared document (e.g. the sponsor's protocol).  These have been clearly indicated by the following statement: You may refer to relevant sections of the sponsor’s protocol.  You may clearly indicate this by referring to page numbers in the protocol sections you have submitted for distribution to the BBH- IRB.  (Do not refer to sections that have not been copied for distribution to the BBH- IRB.)  

The consent form needs to be completed directly in the BBH IRB New Project Application form.

NEW RESEARCH PROJECT APPLICATION CHECKLIST
INSTRUCTIONS FOR SUBMISSION: Submit all documents electronically to Vyvette.Isabelle@bhsala.com
The New Research Project Application Form is to be used for all research projects.  However, all the sections may not be applicable to your research project.  Submit only the sections relevant to your study.  For example, if your study will be a retrospective chart review, then submit only Section 1 and Section III.A. 

INDICATE BY AN “X” THE SECTIONS THAT HAVE BEEN INCLUDED IN THIS APPLICATION.

 I.
INFORMATION ON THE RESEARCH PROJECT

Completion of Section I is required for all types of projects.

 II.
PROSPECTIVE RESEARCH, REQUIRING DIRECT INVOLVEMENT OF HUMAN SUBJECTS


A.  DESCRIPTION OF RESEARCH SUBJECTS (Required for Section II)


B.  RECRUITMENT OF SUBJECTS (Required for Section II)


C.  METHODS AND PROCEDURES (Required for Section II)


D.  POTENTIAL RISKS (Required for Section II)


E.  INFORMED CONSENT (Required for Section II)


F.
INFORMATION ON ANY DRUGS TO BE ADMINISTERED TO RESEARCH SUBJECTS (Complete only if drugs or biologic agents will be used in the study)


No drugs or biologic agents will be used in this study.


G.
INFORMATION ON ANY DEVICES TO BE APPLIED TO RESEARCH SUBJECTS (Complete only if physical devices will be used in the study)


No physical devices will be used in this study.


H.
INFORMATION ON ANY IONIZING RADIATION TO BE ADMINISTERED TO RESEARCH SUBJECTS (Complete only if ionizing radiation (x-rays, beta-rays, gamma-rays, neutrons, or other high-speed atomic particles) will be used in this study)


No ionizing radiation will be used in this study.


I.
INFORMATION ON ANY GENETIC TRANFER OR THERAPY TO BE ADMINISTERED TO RESEARCH SUBJECTS (Complete only if genetic transfer or therapy will be used in this study)




No genetic transfer or therapy will be used in this study.

III.
RETROSPECTIVE RESEARCH, USING EXISTING DATA OR TISSUES COLLECTED FROM HUMAN SUBJECTS


A.  EXISTING DATA USED FOR RESEARCH PURPOSES


B.  EXISTING TISSUE USED FOR RESEARCH PURPOSES  

BBH IRB ARCHIVE NUMBER_________________________












 BBH FACILITY_________________________________
Brookwood Baptist Health
Institutional Review Board (IRB)
Suite 1000 Ridge Park Place, 1130 22nd Street South, Birmingham, Alabama 35205 

Telephone: 205-715-5308 / Fax: 205-715-5304
NEW RESEARCH PROJECT 

APPLICATION FOR APPROVAL 
ANSWER ALL QUESTIONS - PLEASE TYPE

DATE OF APPLICATION:

	


PROJECT IDENTIFICATION
1.
Project Title as it Appears on the Protocol:  
	


2.
Name of Sponsor and Protocol Number:  
	


3.
Information on the Principal Investigator:
	Name:
	

	Academic Degree:
	

	Specialty:
	

	Name of Brookwood Baptist Medical Center or Practice:
	

	Mail address & zip code: 
	

	Telephone number:  
	

	Facsimile number:
	

	Email address:
	


4.
Principal Investigator Assurance
I certify that the information provided in this application is complete and correct.

I understand that as Principal Investigator, I have ultimate responsibility for the conduct of the study, the ethical performance of the project, the protection of the rights and welfare of human subjects, and strict adherence to any stipulations imposed by the BBH- IRB.

I agree to comply with all Brookwood Baptist Health policies and procedures, as well as all applicable Federal, State and local laws regarding the protection of human subjects in research, including, but not limited to the following:

· performing the project by qualified personnel according to the approved protocol;

· implementing no changes in the approved protocol or consent form without prior BBH- IRB approval (except in an emergency, if necessary to safeguard the well-being of human subjects);

· obtaining the legally effective informed consent from human subjects and using only the currently approved consent form with human subjects;

· promptly reporting significant or untoward adverse effects to the BBH- IRB in writing within 5 working days of occurrence.

	
	


Principal Investigator Signature











Date

Note:  The BBH- IRB requires original signatures of all Principal Investigators.  No signature stamps will be allowed.
This page should be completed by each Sub-investigator.

5.
Sub-Investigator’s Assurance
Signatures of all Sub-Investigators are required on the printed copy of this application document.  By signing, each sub-investigator acknowledges that he/she is thoroughly familiar with the contents of this research, and pledges to assist the Principal Investigator in protecting the rights and welfare of human research subjects.

I agree to comply with all Brookwood Baptist Health policies and procedures, as well as all applicable Federal, State and local laws regarding the protection of human subjects in research, including, but not limited to the following:

· performing the project by qualified personnel according to the approved protocol;

· implementing no changes in the approved protocol or consent form without prior BBH IRB approval (except in an emergency, if necessary to safeguard the well-being of human subjects);

· obtaining the legally effective informed consent from human subjects and using only the currently approved consent form with human subjects;

· promptly reporting significant or untoward adverse effects to the BBH-IRB in writing within 5 working days of occurrence.

	
	


Signature of Sub-Investigator











Date

Note:  The BBH- IRB requires original signatures of all Sub-investigators.  No signature stamps will be allowed.
6.
Information on the Sub-Investigator:
	Name:
	

	Academic Degree:
	

	Specialty:
	

	Name of Brookwood Baptist Medical Center or Practice:
	

	Mail address & zip code: 
	

	Telephone number:  
	

	Facsimile number:
	

	Email address:
	


 I.
INFORMATION ON THE RESEARCH PROJECT
Completion of Section I is required for all types of projects.  

I.A.  ABSTRACT:
Clearly state an abbreviated hypothesis or research question of the proposed clinical trial/research project.  Specify what will be done to or for the participants.  Please use language which may be understood by a person who is unfamiliar with your area of research (e.g., avoid abbreviations and jargon as much as possible.  The study must be summarized in this section.  Do not refer to “See Protocol” for abstract.
	


I.A.1.
The above abstract describes an:



Inpatient study



Outpatient study

I.B. BACKGROUND:
In lay language, a short statement appropriate (one paragraph) concerning the state of development of the drug, device or concepts to be studied.  Is the research confirming previous work, or is it pioneering with little prior information?  Include information on animal and toxicity studies if necessary.

Provide the information concisely, with emphasis on information that will help the BBH- IRB determine the potential risks and benefits of the study.  You may refer to relevant sections of the sponsor’s protocol.
	


II.
PROSPECTIVE RESEARCH, REQUIRING DIRECT INVOLVEMENT OF HUMAN SUBJECTS

II.A.  DESCRIPTION OF RESEARCH SUBJECTS:
Describe the characteristics of the subject population, such as the anticipated number, age ranges, gender, ethnic background and health status.  Identify the criteria for inclusion.  Explain the rationale for the use of special groups of subjects, such as fetuses, pregnant women, institutionalized mentally disabled, prisoners, or others who are likely to be vulnerable and the consent procedures to be followed.

II.A.1.  How many subjects will be studied, and for how long?  
Please provide the following information: 

	Proposed number of subjects at this site.  
	

	Cumulative number of subjects, if multiple sites are involved
	

	Total duration of involvement of each subject in the project
	

	Age of subjects (adult protocols must be >18 yrs)
	

	Proposed gender (male:female) ratio
	

	Ethnic background
	

	Health status
	


II.A.2.  Inclusion/Exclusion Criteria  

Equitable inclusion of both men and women of all ages, and individuals from diverse racial/ethnic backgrounds, is important to assure that they receive an equal share of the benefits of research and that they do not bear a disproportionate share of its burdens.  Participation of adult subjects of both genders and diverse racial/ethnic backgrounds should not be restricted without medical or scientific justification.

II.A.2.a.  What are the criteria for inclusion of the research subjects? You may refer to relevant sections of the sponsor’s protocol. 
	


II.A.2.b.  What are the criteria for exclusion of the research subjects? You may refer to relevant sections of the sponsor’s protocol. 
	


II.A.2.c.  Are any inclusion or exclusion criteria based on age, gender, pregnancy or childbearing potential, or racial/ethnic origin?

 
No

 
Yes
If yes, explain and justify.  You may refer to relevant sections of the sponsor’s protocol. 
	


II.A.3.
Are “vulnerable populations” among the research subjects?  
(Vulnerable populations are:  children [age <19 years]; elderly;  pregnant women; fetuses; cognitively impaired individuals; persons with severe psychological disorders; terminally ill patients; emergency patients;  prisoners; non-English speaking subjects; and others who are likely to be vulnerable.  Please note:  BBH IRB will not review or approve any study involving prisoners, unless it has been approved already by another accredited IRB where at least one member is a prisoner or a prisoner representative with appropriate background and experience to serve in that capacity.) 

 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol. 
	Categories of vulnerable populations involved.
	

	Justification for using vulnerable subject populations (e.g.  subjects are likely to derive direct benefit from the research).
	

	Unique measures to be taken to make the included populations less vulnerable to risks.
	


II.A.4.
Are populations susceptible to coercion among the research subjects?
(Prone to coercion are:  economically or educationally deprived; patients of the Investigator; students of the Investigator; employees of the Investigator.  Coercion may result also from excessive levels of payments to subjects or bonus payments for completing the study.)

 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol. 
	Categories of populations susceptible to coercion involved.  
	

	Justification for using populations susceptible to coercion (e.g.  subjects are likely to derive direct benefit from the research).
	

	Measures to be taken to avoid coercion.
	


II.B.  RECRUITMENT OF SUBJECTS:
Describe plans for the recruitment of subjects.  Is participation in the activity completely voluntary? May any subject withdraw from the activity at any time without penalty?  Will any kind of incentive be offered to the participants?  If yes, describe the type (cash, services, tests) and amount.  ATTACH A COPY OF ANY ADVERTISEMENT TO BE USED IN THE RECRUITMENT OF SUBJECTS FOR THIS PROJECT. All  advertisements must be approved in advance by the BBH- IRB.

II.B.1.  What arrangements will be made to recruit the research subjects?  Please provide the following information:  
	Source of the subjects (e.g. clinics, hospitals, general public).  NOTE: requesting hospital diagnostic departments to supply names of individuals with certain diseases is a breach of the patient’s confidentially.
	

	Method of subject recruitment (e.g.  public advertisement in newspapers, radio, television or bulletin boards;  random number phone calls;  list of patients matching a diagnostic code;  patient registries)  (If healthy subjects are involved, public advertisement is required for recruitment.)  If advertisement is to be used, please append its text for approval by BBH- IRB. 
	

	If a subject is under the care of another physician, indicate how that physician will be consulted to assure safe participation of the subject in the study. NOTE: The attending physician must get the consent of the potential subject before the Principal Investigator may speak with the patient about the project.
	


II.C.  METHODS AND PROCEDURES:
II.C.1. Methods and Procedures Applied to Human Subjects 

A clinical research protocol may involve interventions that are strictly experimental or it may involve some aspect of research (e.g., randomization among standard treatments for collection and analysis of routine clinical data for research purposes).  It is important for this section to distinguish between interventions that are experimental and/or carried out for research purposes versus those that are considered standard therapy.  In addition, routine procedures performed solely for research purposes ) e.g., additional diagnostic/follow-up tests) should be identified.

Describe the study design and procedures (sequentially) to which human participants will be subjected.  Identify all procedures that are considered experimental and/or procedures that are performed exclusively for research purposes.  Distinguish between procedures done solely for research purposes and those done as part of routine medical care.  You may refer to relevant sections of the sponsor’s protocol
	


II.C.2.  Does the research require modifications of any procedures, which the subjects would undergo as part of their standard or customary health care?  

 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol. 



	Type or nature of each procedure to be modified.
	

	Kind and extent of modification.
	

	Any resulting increase in the length or frequency of the procedure.
	

	Any increase in the risk of the procedure due to the modification.
	

	 Any increase in the number of clinic visits or duration of hospitalizations.
	


II.C.3.  Does the research require withholding any medically indicated customary health care? 

 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol. 




	Type and nature of the health care being withheld (e.g. approved medication discontinued; investigational treatment protocol to be offered instead of the established treatment of known efficacy).
	

	Duration of time the subject will be deprived of the health care.  
	

	Justification for withholding health care.  
	

	Measures to be taken to avoid potential harm to the subject.   
	


II.C.4.
Will blood be removed from the subjects for the purposes of this research?
 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol.




	Route and method of removal.  
	

	Frequency of removal, and the overall time period if multiple removals will occur.  
	

	Total volume to be removed in milliliters.  In the consent form, please explain the amount of blood to be drawn in teaspoons, tablespoons or pints of blood.
	

	Whether or not the research to be carried out on the blood may lead to the development of a commercial product that may bring financial benefit to the investigators and/or Brookwood Baptist Health. If commercial use is contemplated, please indicate the nature of the disclosure to be made to the subjects (consult the Informed Consent Document template).
	


II.C.5.  Will any tissues (other than blood) be removed from the subjects for the purposes of this research? 

 
No


Yes
If yes, please provide the following information.  You may refer to relevant sections of the sponsor’s protocol. 




	Type of tissue or organ.  
	

	Method of removal of tissue.  
	

	Size or weight of tissue to be removed.  
	

	Frequency of removal of tissue.  
	

	 Whether or not the tissue is to be removed solely for research purposes.  
	

	Whether the research to be carried out on the tissues or organs may lead to the development of a commercial product that may bring financial benefit to the investigators and/or Brookwood Baptist Health.  If commercial use is contemplated, please indicate the nature of the disclosure to be made to the subjects (consult the Informed Consent Document template). 
	


II.C.6.
Where will the subjects undergo the research-related procedures?  
(e.g.  Birmingham Brookwood Baptist Medical Center-Princeton, Referral Clinic)  

	


II.C.7.
Will the investigators carry out the research-related procedures themselves? 
 
No

If no, please indicate the arrangements for implementation by qualified personnel. 


Yes
If yes, for each treatment or intervention that requires special skills (e.g. cancer chemotherapy, arterial cannulation, tissue biopsy), please identify the responsible qualified Investigator.   You may refer to relevant sections of the sponsor’s protocol. 



	


II.C.8.  Will the subjects complete any interviews or survey instruments, or attend group meetings for the purposes of this research?

 
No


Yes.  If yes, please provide the following information. 

	Method of interview, survey, or group meeting.
	

	Time required to complete, and number of interview, survey, or group meeting sessions.  
	

	Whether the research records to which the abstracted data are to be transferred will be anonymous (can in no way be linked to the subjects), or will bear identifiers for the subjects. 
	



Please append the text of interview and/or survey instruments.   

II.C.9.  What measures will be taken to preserve confidentiality or anonymity of research information collected, and privacy of the subjects?
	


II.D.  POTENTIAL RISKS:
Describe and assess any potential risks (physical, psychological, social, legal or other) and assess the likelihood and seriousness of such risks.  If instrumentation is to be used: provide the name of the manufacturer, the model number and appropriate specifications of the device, date of last maintenance check, as well as how it is to be used on the subjects.

If radiologic procedures are to be performed on research subjects:  this protocol must be submitted to the Radiation Safety Committee and approval obtained prior to BBH- IRB review.

If genetic transfer or therapy is to be performed on research subjects:  this protocol must be submitted to the Institutional BioSafety Committee and approval obtained prior to IRB review.

II.D.1.
What is the overall level of risks of harm to the subjects, resulting from this research?
Please enter one of the following:  


No more than minimal risk (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 examination or tests). 


 Minor increase over minimal risk (particularly relevant to research involving children.)


 High risk (requires scrutiny in regards to the likelihood of direct benefits, and whether or not benefits clearly outweigh risks).  

II.D.2. What kind of potential risks to the research subjects or the public are involved?

Potential risks of harm may be physical, psychological, social, legal or discomfort, or simply inconvenience.  Provide an itemized description of each risk or inconvenience (e.g.  injury, discomfort, death, extension of stay in hospital, to be deprived of a treatment of established efficacy, potential dissemination to others of transferred genetic material, breach of confidentiality, attracting attention of the public or the news media). You may refer to relevant sections of the sponsor’s protocol.  

	


II.D.3.  What measures will be taken to minimize the potential risks?  
For each risk, discomfort or inconvenience indicated under D.2, please specify: 

	Measures to be taken to protect the subjects or the public, or to minimize its impact or occurrence.  
	

	Assessment of the likely effectiveness of the protective measures.  
	

	Provisions for ensuring necessary medical or professional intervention in the event of adverse effects to the subjects.
	

	Provisions for monitoring the data to be collected to ensure the safety of subjects.
	

	If women of child-bearing age are among the subjects, specific measures must be taken to avoid harm to fertility potential, undetected fetus or breast-fed newborn.
	


II.D.4.  What are the potential direct benefits of this research to the research subjects? You may refer to relevant sections of the sponsor’s protocol. 

	


II.D.5.
What are the potential indirect benefits of this research to the public?  
(e.g.  potential improvement in management of a particular illness; significant advance in knowledge in a biomedical field; health care cost reduction) You may refer to relevant sections of the sponsor’s protocol. 

	


II.D.6.
Therapeutic Alternatives
What therapeutic alternatives are reasonably available in the non-research and/or research context that may be of benefit to the potential subjects?  You may refer to relevant sections of the sponsor’s protocol. 

	


II.D.7  How favorable is the risk/benefit ratio in this research?
What is the risk/benefit ratio of the research, compared with that of the available alternatives?  Please enter one of the following:   excellent;  good;  fair;  poor.

II.E.  INFORMED CONSENT

II.E.1.
What type of informed consent process will be used?  
Execution of a comprehensive written consent document is the principal method; template is available at www.brookwoodbaptisthealth.com .  The BBH- IRB may permit the use of less stringent methods, depending on the nature of the study.  Please note:  Federal regulations do not recognize an “oral consent” process.  Please consult “Informed Consent Process Guidelines” on our website.  Please append text of written consent document(s) for approval by BBH- IRB.   

 
Comprehensive written informed consent document.

 
Written information without documentation of consent.

 
Informed consent requirement waived.


Institutional agreement/permit (blanket consent) as substitute for project-specific consent document.
II.E.2.  What additional measures will be taken to assure valid informed consent, in case the subjects belong to a vulnerable population?  
If subject’s mental acuity is in doubt, persons authorized to give consent are, in the order of legal priority, the legally appointed guardian; patient advocate named in a Durable Power of Attorney for Health Care.  IF YOU WISH TO ENROLL SUBJECTS INTO ANY RESEARCH STUDY WITH SURROGATE CONSENT, A SEPARATE SURROGATE FORM MUST BE COMPLETED AND SUBMITTED WITH THIS APPLICATION. 
	


II.E.3.
Under what circumstances will informed consent be sought and obtained? 


BE EXPLICITE.
How will and where will the consent process take place?  How will it be structured to enhance independent and thoughtful decision-making?  What steps will be taken to avoid coercion or undue influence?  Consider: (a) the environment and location where informed consent will be solicited; (b) the timing of the process (e.g., in relation to hospital admission, surgery, medication, stressful events): (c) the involvement of someone other than the investigators to help explain the research; and (d) opportunity for the prospective subjects/representatives to discuss participation in the research with family, friends, or their advisors before signing the consent form.

	


II.F.
INFORMATION ON ANY DRUGS TO BE ADMINISTERED TO RESEARCH SUBJECTS

No drugs or biologic agents will be used in this study.


Drugs to be used are approved for use and will be used only as already approved by the FDA.


Drugs to be used are approved for use by the FDA but will be used in a manner not yet approved by the FDA.


Drugs to be used are classified by the FDA as investigational.

II.F.I.
What is the IND (investigational new drug) exemption number?

	


II.F.2.
If Investigators themselves are applying to the FDA to obtain an IND exemption, please give the dates exemption was requested and response received.

	


II.F.3.
Describe the drugs to be used.  Also include the classification. 

	


II.F.4.
Where will the investigational drug be stored? 

	


II.F.5.
Is the Pharmacy aware of the research project?  

	


II.F.6.
Will this investigational drug be dispensed by the Pharmacy? (Indicate if drug study is outpatient only.)

	


II.G.  INFORMATION ON ANY DEVICE(S) TO BE APPLIED TO RESEARCH SUBJECTS 


No physical device(s) will be used in this study.


Physical device(s) to be used are approved for use, and will be used only as approved by the FDA.


Physical device(s) to be used are approved for use, but will be used in a manner not yet approved by the FDA.


Physical device(s) to be used are classified by the FDA as investigational.

II.G.1.
What is the IDE (investigational device exemption) number?

	


II.G.2.
If Investigators themselves are applying to the FDA to obtain an IDE, please give the dates exemption was requested and response received.

	


II.G.3.
What is the FDA’s significant risk or nonsignificant risk device status?  You may wish to refer to the Investigator’s Guidebook or consult 21 CFR 812.2. 
	


II.G.4.
Describe the device(s) to be used.  

	


II.G.5.
Where will the investigational device(s) be stored? 

	


II.H.  INFORMATION ON ANY IONIZING RADIATION TO BE ADMINISTERED TO RESEARCH SUBJECTS
(Ionizing radiation include x-rays, beta-rays, gamma-rays, neutrons, and other high-speed atomic particles.)

II.H.1.  Will subjects be exposed to ionizing radiation from external sources for the purposes of this research?

No

Yes
If yes, please provide the following information:  

	Type of procedure(s).  
	

	Purpose of procedures (diagnostic; therapeutic). 
	

	Radioisotope(s) involved.  
	

	Dosage, fields of exposure, target organs, frequency & total duration of use.
	


II.H.2.  Will subjects be exposed to ionizing radiation from internal sources for the purposes of this research?


No

Yes
If yes, please provide the following information:

	Type of procedure(s).  
	

	Purpose of procedures (diagnostic; therapeutic).
	

	Radioisotope(s) involved.  
	

	Dosage, route of administration, and frequency & total duration of use.  
	


If exposure to ionizing radiation involves administration of radioisotopes, Brookwood Baptist Health requires any investigational administration of radioisotopes to human subjects be reviewed and approved by the Radiation Safety Committee (RSC).  Please append the approval document of RSC. 
II.H.3.  Will subjects receive any additional ionizing radiation for medical reasons in conjunction with this research?


No

Yes


II.H.4.  What is the amount of uniform whole body radiation exposure (rems) from

 each procedure, and the cumulative rems from all procedures, by the time the  involvement of the subject in this study comes to an end? 
Please consult the “Specific Information” section preceding this template for information on “Possible health risks to human subjects of exposure to ionizing radiation.” 
	


II.H.5. If women with child-bearing potential are involved, what contraceptive measures will be taken?

	


II.I.
     INFORMATION ON ANY GENETIC TRANFER OR THERAPY TO BE 
          ADMINISTERED TO RESEARCH SUBJECTS (Complete only if genetic 
          transfer or therapy will be used in this study)

II.I.1.
In layman's terms (to someone without a clinical background) outline the biology of the experimental gene product being tested.  Describe the composition of the gene including the vector, and the species of origin of the experimental gene.  Do not refer to the protocol.

	


II.I.2.  What is the capacity of the experimental gene product to replicate.  Do not refer to the protocol.

	


II.I.3.
What is the length of time the gene is expected to be expressed in the subject. Do not refer to the protocol.

	


II.I.4.
Describe any potential health risks to the subject from exposure to the gene or gene product (e.g. promoting cancer progression by angiogenesis factors).  Do not refer to the protocol.

	


II.I.5.
Summarize any Serious Adverse Events reported in other studies that may be related to the experimental gene product.  Do not refer to the protocol.

	


II.I.6.  If women with child-bearing potential are involved, what contraceptive measures will be taken?

	


II.I.7.
What contraceptive measures will be taken by male subjects?

	


III.
RETROSPECTIVE RESEARCH, USING EXISTING DATA OR TISSUES          COLLECTED FROM HUMAN SUBJECTS


III.A.  EXISTING DATA USED FOR RESEARCH PURPOSES  
III.A.1.  What is the nature or the type of existing data? 

(e.g.  Laboratory results; chest roentgenograms; electroencephalographic tracings). 
	


III.A.2.  From how many human subjects will the data have originated?   
	


III.A.3.  What is the source of the existing data? 

(e.g.  Birmingham Brookwood Baptist Medical Center-Princeton Clinical Pathology Laboratories database;  Department of Radiology archives;  medical records).  
	


III.A.4.  If the source of the existing data is not in the public domain, how will the Investigators obtain permission to gain access?  

Please submit the document permitting access, unless the authority is implied in the institutional title of the Investigators.    
	


III.A.5.  How will the Investigators search the source and retrieve the data relevant to the research?  

(e.g. Retrieve by diagnostic code; retrieve from existing transplant registry relational database). 
	


III.A.6.  Will research records, to which the retrieved existing data will be transferred, be anonymous or confidential?  

(Anonymous record means that subject cannot be identified, either directly or through identifiers linked to the subject.  If not anonymous, informed consent is required.)  Please describe the measures to be taken to secure anonymity or confidentiality of the research records.    
	


III.A.7.  What type of informed consent process will be used?  

If research records will be anonymous, Investigators may request waiver of the entire informed consent process.  Otherwise, informed consent of the subjects, to whom the existing data belong, is required.  As a substitute for an informed consent document specifically prepared for this research, the BBH- IRB may consider approving the use of an institutional agreement/permit previously signed by the subjects at the time of collection of the data, admission to the Brookwood Baptist Health, or undergoing a procedure, explicitly allowing the use of collected information for research purposes.  Please enter below, the applicable method:. 
	Waiver of consent: records anonymous;
	

	Written informed consent specific for this research;
	

	Institutional agreement/permit allowing use of data for research.  Please submit a copy of the informed consent document prepared specifically for this research, or the institutional agreement/permit
	


III.B.  Existing Tissues Used for Research Purposes  
III.B.1.  What is the nature or the type of existing tissues? 

(e.g.  Surplus tumor resected surgically for medical reasons; surplus skin biopsy tissue obtained for medical reasons; surplus blood sample collected for medical reasons; placenta; placental cord blood; cadaver donated to Anatomy Department)  
	


III.B.2.  From how many human subjects will the existing tissues have originated? 

	


III.B.3.  What is the source of the existing tissues? 

(e.g.  Birmingham Brookwood Baptist Medical Center-Princeton Clinical Pathology Laboratories; blood samples collected at <remote institution>)  
	


III.B.4.  How will the Investigators gain access to the tissues, and assure that there will be left behind sufficient tissue to fulfill the primary objective for collection?  Please submit document permitting access, unless the authority is implied in the institutional title of the Investigators.  If tissue is part of that removed for medical reasons, please append agreement letter of the Brookwood Baptist Department of Pathology to release the tissue samples.  
	


III.B.5.  How will the Investigators search the source and retrieve the tissues relevant to the research?  

(e.g.  Retrieve by diagnostic code;  retrieve from existing anatomical pathology registry; etc.)  
	


III.B.6.  Could the research, to be carried out on the tissues, lead to development of a commercial product that may bring financial benefit to the investigators and/or the Brookwood Baptist Health?

If commercial use is contemplated, please consult with the Brookwood Baptist Health legal counsel, request opinion on the rights of the subject from whom the tissue has originated, and inform the BBH-IRB of that opinion.  
	


III.B.7.  Will research records on the results of studies performed on the tissues be anonymous or confidential?  

(Anonymous record means that the subject cannot be identified, either directly or through identifiers linked to the subject.  If not anonymous, informed consent is required.)  Please describe the measures to be taken to secure anonymity or confidentiality of the research records.  
	


III.B.8.  What type of informed consent process will be used?  

If research records will be anonymous, Investigators may request waiver of the entire informed consent process.  Otherwise, informed consent of the subjects, to whom the existing data belong, is required.  As a substitute for an informed consent document specifically prepared for this research, the BBH- IRB may consider approving the use of an institutional agreement/permit previously signed by the subjects at the time of collection of the data, admission to the Brookwood Baptist Health, or undergoing a procedure, explicitly allowing the use of collected information for research purposes.  Please enter below, the applicable method:.  

	Waiver of consent: records anonymous;
	

	Written informed consent specific for this research;
	

	Institutional agreement/permit allowing use of data for research.  Please submit a copy of the informed consent document prepared specifically for this research, or the institutional agreement/permit
	


For submission requirements consult Appendix I of the Investigator’s Guidebook dated November, 2001.
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