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· Complete 1-9. Complete 10 and 11 only for investigational drugs. 
IRB Protocol Title:      
Principal Investigator on Protocol: 
1. Did the investigator initiate this research? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
If yes, check one:

 FORMCHECKBOX 
 Documentation of the literature search supporting the safety of this human subjects research application is attached, or

 FORMCHECKBOX 
 No such search was performed.
2. List the name of each drug and dosage being used in accordance with the protocol:
     
3. Indicate status of drug(s) and/or proposed use (check as many as apply).

 FORMCHECKBOX 
 Commercially available drug

 FORMCHECKBOX 
 Investigational new drug (IND) 
 FORMCHECKBOX 
 Use of a currently approved drug for a

 FORMCHECKBOX 
 New indication

 FORMCHECKBOX 
 New route of administration

 FORMCHECKBOX 
 Change in labeling or marketing

4. What drugs, if any, will be billed to participants?      
5. If hazards to an individual participant occur, describe 
(a) the criteria that will be used to decide whether that participant should be removed from the study; 
(b) the procedure for removing such participants when necessary to protect their rights and welfare; and 
(c) any special procedures, precautions, or follow-up that will be used to ensure the safety of other currently enrolled participants. 

     
6. If hazards occur that might make the risks of participation outweigh the benefits for all participants, describe 
(a) the criteria that will be used to stop or end the entire study and 
(b) any special procedures, precautions, or follow-up that will be used to ensure the safety of currently enrolled participants. 
     
7. Will a Data and Safety Monitoring Board (DSMB) review the data from this study?

If Yes, complete Items a-d. If No and the research involves greater than minimal risk, complete Item e. 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

Notes. (1) NIH-funded Phase III studies must have a DSMB. (2) For protocols conducted at the GCRC, attach the completed and signed PITTMAN GCRC DATA SAFETY MONITORING PLAN as submitted with the GCRC application (see page 14). Please enter “GCRC” in Item a, below.

a. Who will make up the DSMB?      
b. Will there be an interim analysis?      
c. At what points will the data be reviewed?      
d. Describe how the plan will work:     
e. Describe the plan for monitoring the data to ensure the safety of participants. Describe what data will be monitored, how often it will be monitored, who will monitor it, what data will be evaluated, and the decisions that will be made in response to the evaluation.      
8. State any differences in the serious adverse event reporting between this particular protocol and 45 CFR 46 or 21 CFR 312 (or enter "None").

     
9. Complete, sign, and attach either the UAB or the TCHA Pharmacy Department Release of Drugs for Human Research Use, describing how drugs will be stored, dispensed, etc. 

10. For investigational drugs, complete Items a-g.

a. Indicate phase:  FORMCHECKBOX 
Pilot  FORMCHECKBOX 
Phase I  FORMCHECKBOX 
Phase II  FORMCHECKBOX 
Phase III  FORMCHECKBOX 
Phase IV  FORMCHECKBOX 
None 

b. Provide IND Number       and attach documentation 
-OR-  FORMCHECKBOX 
 attach FDA exemption letter
c. Who holds the IND?      
d. How long has it been since the IND was submitted? If less than 30 days, also enter end-date of 30-day waiting period:      
e. If an IND is involved but an IND number has not been issued by or submitted to FDA, describe the PI's plans for securing an IND:      
f. Attach a copy of the FDA Form 1572.

g. Attach a copy of the Investigator's Brochure.
11. Reporting of handling, storage, and documentation of investigational drugs:

a. Will participants be seen as outpatients? 
  FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

b. Does investigator hold IND? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No 
c. Will drug storage, control, dispensing, and documentation be tracked without an independent monitor (e.g., CRO, other specified person)? 
 FORMCHECKBOX 
Yes  FORMCHECKBOX 
No

If No to Item c, name of monitor:     

If Yes to Items a, b, and c, you must submit copies of Investigational Agent Accountability Record (FOR236) and Summary of Overall Drug Accountability (FOR237) at time of continuing review. 
NOTE:  All monitoring reports must be submitted to the OIRB for review within 10 working days of receipt by the Investigator.
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	Investigator Responsibilities for Drug Supplies 
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Your signature on the 1572 indicates that you are agreeing to “maintain adequate drug accountability” for drug supplies for this study.

This includes: 

1. Acknowledgement of receipt of supplies according to sponsor’s instructions.

2. Storage of the study drug supplies in a locked limited access facility.

3. Accurate records of dispensing of study drug to properly enrolled/consented subjects for this protocol only.

4. Maintain appropriate storage according to the sponsor’s instructions.

5. Document in writing any damaged, missing, lost, or unaccounted for study drug.

6. Document the return to the sponsor or destruction of any unused study drug during the conduct of the trial or at the end of the trial.

7. Document in writing any recall of study drug, any relabeling of study drug or any other event as notified by the sponsor.

If the study sponsor is providing a monitor to inspect and monitor your site on a periodic basis, please forward a copy of the written monitor report provided after each visit and at the close out of the study.

If the study sponsor is not providing a monitor to inspect or monitor your site, then provide a plan for maintaining accurate and complete drug accountability for your study.

This may include copies of your drug accountability form (or see sample form FOR236 on UAB IRB web page under FORMS), and a final summary of drug accountability at the end of the study (see sample FOR237).
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