Form 4:  Full Review: New Human Subjects Protocol 

(PLEASE TYPE: In MS Word, highlight the shaded, underlined box and replace with your text; double-click checkboxes to check/uncheck. Please contact irb@uah.edu as soon as you anticipate requesting a full review. You may be requested to complete additional forms for review. )
1. Title of Project:      
General Information

2. Investigator

 a. Name of Principal Investigator: 
Qualifications of Investigator: 

[image: image1]
Campus Address:




Department 
Phone 
b.
Contact Person 
c.
List the name, rank, and major departmental appointment of other investigators participating in this project, if any. Use a separate sheet of paper if necessary. All investigators who will be listed on the Food and Drug Administration’s Form 1572 should be included. Attach a copy of the FDA 1572 if applicable.

None  FORMCHECKBOX 
 Others 
In this research team are there professionals credentialed for the techniques and/or procedures required by the study? 



Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
 

d.
Provide Faculty Advisor/Course Instructor's name 
Signature 






 as contact for student, fellowship or resident research project.
e. If medical supervision is necessary, give the name of the physician who will be responsible for the supervision: Name 
Provide verification of medical supervision in the form of a memo signed by person providing the medical supervision and attach it to this application.

f.
List all personnel who will be conducting the consent discussion and obtaining consent from participants, if other than the investigator: 
3. If this study is part of a grant or contract, provide 1 copy of the grant or contract and indicate the following:

Grant or Contract Title: 
Principal Investigator of Grant or Contract: 

Grant or Contract Tracking Number: 
4. Source of Funds: State specific name of sponsor and/or funding source.

Governmental Agency or Agencies: 
Foundation, Organization, or Corporation: 
None  FORMCHECKBOX 
, UAH Departmental Funds  FORMCHECKBOX 
, Self-Funded  FORMCHECKBOX 
, NIH Coop. Group Trial  FORMCHECKBOX 

*Please provide the IRB with the grant number upon receipt from the funding agency.
5. Number and Type of Subjects and Controls

a. Number of Subjects and Controls anticipated to be enrolled by UAH investigator and the total for the trial if this is a multi-center trial: 
b. Type of Subjects and Controls (age ranges and health status must be included): 
c. Population from which derived: 
d. Describe the anticipated gender and racial/ethnic composition of the study population, as well as criteria for inclusion or exclusion of any subpopulation:


e. Will any of the following special populations be involved in the project:











Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
 
If yes, mark appropriate box below. If using groups marked with an asterisk, complete the “Special Populations Review Form.”
*Pregnant Women 
 FORMCHECKBOX 

*Neonate/Nonviable Neonate  FORMCHECKBOX 

*Fetuses  FORMCHECKBOX 

*Prisoners
 FORMCHECKBOX 
 
*Minors under 18 years of age  FORMCHECKBOX 

Students  FORMCHECKBOX 
 

Mentally Retarded
 FORMCHECKBOX 
 
Impaired Mental Capacity  FORMCHECKBOX 

Employees  FORMCHECKBOX 

If populations mentioned above are involved, state reasons for using these populations: 
List any subjects who will be at risk other than those directly involved in the study: 
f. Will the study be conducted at or recruit participants from the Madison County Department of Public Health? 





Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
  
If yes, please provide notification that the protocol has been submitted for review.

g. Will participant recruitment materials (e.g., advertisements, flyers, letters) be used? 









Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
  
If yes, please attach. If no, describe the source (e.g., databases, employees) from which you will obtain participants.

6. Duration of Study

a. Probable duration of entire study: 
b. Total amount of time each subject will be involved: 
c. Duration of each phase in which the subject will be involved: 
7. Location of Study

Name of Institution: 
If the project is a field study, describe the community on the lines below. If the study is to be undertaken within a school, business, or other institution that does not have a review board, attach a statement of any contacts with the appropriate officials.


8. Will any drugs be used in this study?





Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
  
If yes, complete Items a-d.


a. Is this study a pilot, Phase I, II, III or IV drug study? 




     Yes: Pilot  FORMCHECKBOX 
, Phase I  FORMCHECKBOX 
, Phase II  FORMCHECKBOX 
, Phase III  FORMCHECKBOX 
, Phase IV  FORMCHECKBOX 
 












       

   No  FORMCHECKBOX 

b. Does this project involve the use of an investigational new drug(s) (IND) or a new indication of a currently approved drug?




Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 


If yes, attach the Pharmacy Department Release Form and provide the name of
the drug(s) and the IND number(s):

Name of Drug: 
Who holds the IND? 
Investigator:  FORMCHECKBOX 

Sponsor:  FORMCHECKBOX 

Has it been less than  FORMCHECKBOX 
 or greater than  FORMCHECKBOX 
 30 days since the IND was submitted?
Date the 30-day waiting period expires: 
If an IND is involved but an IND number has not been issued, what are the plans of the Principal Investigator for securing an IND from the FDA? 
c. Does this project involve the use of any commercially available drugs? 












Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach the Pharmacy Department Release Form and please provide the drug names: 
d. If investigator initiated research, was a literature search on the drug performed to support the safety of this human subjects research application?












Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of the search of the literature supporting the safety of this human subjects research application.

9. Investigational New Devices

a.
Does this project involve the use of an investigational new device?












Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, provide the name of the device and the investigational device exemption (IDE) number:

Name of Device: 
IDE Number: 

Cost of device to study subjects: 
For projects involving INDs that are considered non-significant risk devices, attach a letter from the sponsor discussing the reasons for the classification.

b. Does this project involve a commercially available device? 

Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 



If yes, provide the name of the device: 
c. If investigator initiated research, was a literature search on the device performed to support the safety of this human subjects research application?











Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of the search of the literature supporting the safety of this human subjects research application.

10. Approvals

a. Does this project involve the use of radioisotopes?


Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of Isotope Committee approval.

b. Does this project include patients with contagious infections?
Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of approval from Chairman of the Infection Control Committee.

c. Does this project involve obtaining remnant biopsy or surgical material from the Department of Pathology?






Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of approval.

d. Does this project require obtaining any remnant clinical laboratory specimens,

body fluids, or microbiological isolates?




Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of approval.






e. Does this project utilize stored specimens from a specimen repository?

Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 


If yes, attach documentation of approval.

f. Does this project use gene therapy? 




Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 

If yes, attach documentation of Institutional Biosafety Committee Review.

Has this study been rejected by another IRB, similar review board, or departmental review committee(s) who authorize the use of their patient populations? 








Yes  FORMCHECKBOX 
, No  FORMCHECKBOX 
 

If yes, give the reasons: 
Note: If the protocol is subsequently rejected or disapproved by another review board the IRB must be notified promptly.

11. HIPAA 

a. Does your research use health information that contains ANY of the following identifiers (check all that apply):

 FORMCHECKBOX 
 Names

 FORMCHECKBOX 
 Geographic subdivisions smaller than a State

 FORMCHECKBOX 
 Elements of dates (except year) related to an individual

 FORMCHECKBOX 
 Telephone numbers

 FORMCHECKBOX 
 Fax numbers

 FORMCHECKBOX 
 Email addresses

 FORMCHECKBOX 
 Social security numbers

 FORMCHECKBOX 
 Medical record numbers

 FORMCHECKBOX 
 Health plan beneficiary numbers

 FORMCHECKBOX 
 Account numbers

 FORMCHECKBOX 
 Certificate/license numbers

 FORMCHECKBOX 
 Vehicle identifiers and serial numbers

 FORMCHECKBOX 
 Device identifiers and serial numbers

 FORMCHECKBOX 
 Biometric identifiers

 FORMCHECKBOX 
 Web universal resource locators (URLs)

 FORMCHECKBOX 
 Internet protocol address numbers

 FORMCHECKBOX 
 Full-face photographic images 

 FORMCHECKBOX 
 Any other unique identifying number (codes are not identifying as long as the researcher cannot link the data to an individual) 

 FORMCHECKBOX 
 None

If “None” is checked, go to Question 12.

b. Is the health information obtained from ANY of the following (check all that apply):

 FORMCHECKBOX 
 College of Nursing

 FORMCHECKBOX 
 UAB Health Centers/UAB Medical School, Huntsville Campus.
 FORMCHECKBOX 
 Valley Foundation

 FORMCHECKBOX 
 Huntsville Hospital

 FORMCHECKBOX 
 Crestwood Hospital
 FORMCHECKBOX 
 University of Alabama Health Services Foundation
 FORMCHECKBOX 
 Madison County Department of Health 

 FORMCHECKBOX 
 None 

c. I am (check applicable box):

 FORMCHECKBOX 
 Obtaining Patient Authorization to use the health information in research



(Attach Patient Authorization Form, complete except for patient name)

 FORMCHECKBOX 
 Requesting a Waiver of Patient Authorization

(Attach Request for Waiver of Patient Authorization Form)

d. If you responded “none” to either a. or b., HIPAA does not apply. Go to No. 12.

e. If you did not respond “none” to both a. and b., do the data collected meet the specifications for a “limited data set”? 

 FORMCHECKBOX 
 Yes. Attach Data Use Agreement and go to No. 12. 

 FORMCHECKBOX 
 No. Go to No. 12.
NOTE: Grant applications and/or sponsor's protocols will not be accepted in lieu of responding to Items 12-17 as outlined below. Please do not separate responses from items. Instead, insert each response below the appropriate item, and add the resulting pages to the Human Subjects Protocol.

Number each page of the Human Subjects Protocol.
12. Purpose, Background, and Study Methodology

a. Purpose of Project or Activity in LAY LANGUAGE: 
b. Background: 
Describe past experimental and/or clinical findings leading to the formulation of this study. Include any past or current research by the Principal Investigator. 

c. Study Methodology:

i. Describe the study methodology that will affect the subjects, particularly in regard to any inconvenience, danger, or discomfort. 
ii. List the procedures (including screening procedures), the length of time each will take, and the frequency of repetition. 
iii. Attach a copy of any interview or questionnaire that will be used. 
iv. Specify the amount, if any, the subject will be paid for participating in the research protocol. NOTE: Payments should be made throughout the study. 
v. Will biological samples be stored for future use? 


 FORMCHECKBOX 
 Yes,  FORMCHECKBOX 
 No 
If yes, will they be used for the disease under study in this trial or other research? 
 FORMTEXT 

     
  If yes, complete No. 15.
Is DNA/genetic testing planned? 




 Yes,  FORMCHECKBOX 
 No

13. Risks and Precautions

a. Possible Risks—Physical, Psychological, and Social: 
i. Estimate their frequency, severity, and reversibility. 
ii. Describe any alternative treatments. 
iii. Describe any withholding of normal treatment. 
iv. What is the risk-benefit ratio? 
b. Special Precautions:

i. Describe precautions that will be taken to avoid hazards and the means for monitoring to detect hazards. 
ii. State the point at which the experiment will be terminated if hazards materialize. Differentiate between the point for termination of the involvement of an individual subject and for the termination of the entire study. 
iii. Describe the method of screening potential Subjects and Controls, and the factors that will be the basis for excluding potential participants from the study. Attach all patient/subject recruitment materials and/or advertisements. 
iv. If an agent or therapy is being assessed, indicate the point at which the differences in outcomes between Subjects and Controls will be considered sufficiently significant to eliminate the need for additional subjects, or to require modification of the disclosure made to continuing and prospective subjects because of greater information concerning relative risks. 
v. State any differences in the serious adverse event reporting from this particular clinical trial and 45 CFR 46, Subpart A or 21 CFR 312. http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/ShowCFR.cfm?FR=312.32 FORMTEXT 

     

()


vi. State whether the potential subject will be, or will have been, in a stressful, painful, or drugged condition. If yes, describe the proposed precautions to overcome the effect of the condition on the consent process. 
14. Consent Form Process

a. Describe how subjects will be "recruited." Attach a copy of any recruitment materials such as brochures, advertisements, etc. 
b. Please explain how consent will be obtained. 
c. Will more project-specific instruments be used in the consenting process?  











 FORMCHECKBOX 
Yes,  FORMCHECKBOX 
 No 
If yes, attach patient information sheets or other such instruments.

15. Procedures to Maintain Confidentiality

a. Will any information derived from this study be given to any person or group, including the subject? 







 FORMCHECKBOX 
Yes,  FORMCHECKBOX 
 No 
If yes, describe to whom the information will be given and the nature of the information. 
b. Describe the manner and method in which research data will be stored and how confidentiality will be maintained. Identify the department and all computer systems on which data is stored and how access to the stored data will be limited to those with a need to know. 
16. If specimens will be collected and stored for future research, complete Items a-g. 

a. How will specimens be obtained, processed, distributed, and stored? 
b. How are specimens to be labeled (e.g., unique identifier, MR #, SS #, name, date of birth)? 
c. How will clinical data associated with the specimens be collected and stored? 
d. What subject identifying information will be collected and linked to the specimens? 
e. What steps will be taken to maximize the confidentiality of linked identifiers? For example, procedures could include using a password-protected computer database to link identifiers, with limited personnel knowledgeable of the password, or coded identifiers released without the ability to link to clinical data (also called “stripped” or “anonymized” specimens. 
f. Will specimens be shared with other investigators in the future? 
 FORMCHECKBOX 
Yes,  FORMCHECKBOX 
 No 
If yes, what identifiers, clinical information and demographic information will be shared; or will the specimens be stripped of identifiers (i.e., anonymized)? 
g. If you will be sharing specimens with other investigators, outline your procedure for assuring IRB approval prior to release of specimens. 
17. Other Information

Checklist: New, Full Review Submission
(Rev. 08-05)

No two-sided copies, please

Please use paper clips and/or rubber bands, not staples

 FORMCHECKBOX 

Completed and signed IRB New Human Subjects Protocol 

 FORMCHECKBOX 

Completed and signed IRB Institutional review board application.
 FORMCHECKBOX 

One copy of the Consent Form.  Please see Consent Forms at www.uah.edu/irb.
 FORMCHECKBOX 

For research involving children and/or minors under 18 years of age, one copy of a memorandum from the Principal Investigator which must address the Children’s Risk Level assessment  (see Special Populations Form on www.uah.edu/irb listing these levels)

· Make sure you have checked the IRB web page (www.uah.edu/irb) 
for the most current consent form format.


 FORMCHECKBOX 

One copy, if applicable, of the sponsor’s protocol and/or the Funding Application (grant, letter requesting funding, etc.).  If there is no outside funding source, address in a cover memo how study costs will be paid.

Submit all materials in electronic form to irb@email.uah.edu.  Additionally, please forward signed hard copies to:

The University of Alabama in Huntsville
301 Sparkman Drive

Huntsville, AL 35899

ATTN:  Dr. Ann Bianchi
College of Nursing
Nursing Building Rm 216
I certify that the information/data/specimens collected for the research will be used and disclosed only as set forth in this protocol.


Signature of Investigator: 							Date: 		
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