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[bookmark: INSTRUCTIONS]PURPOSE and INSTRUCTIONS
· This form is a supplement to IRB applications that are submitted through the Zipline IRB application system. 
· Answer the questions for each drug, biologic, botanical, and supplement. If you are using more than one substance, copy and paste the table for each substance or complete another supplement. 
· To copy the table, hover your cursor in the upper left-hand corner above “Questions”. Click on the four-headed arrow that appears. Right-click and select, “Copy”. Go to the end of the form, add a few spaces, right-click and select, “Paste”.
· Click a box to “check” it and an “X” will appear. 
· To answer a text box question, make sure your cursor is in the gray text field before typing or pasting content.
· Upload the completed Supplement to your Zipline application on the Study Related Documents SmartForm for multi-site studies or the Local Site Documents SmartForm for single-site studies.
	Study Title:
	Click or tap here to enter text.

[bookmark: PARTICIPANTS]QUESTIONS
[bookmark: QTwoDotOne]1.  Item name. What is the name of the item?
	Click or tap here to enter text.

2.  Item category. Check the appropriate category. 
☐ Drug
☐ Biologic
☐ Botanical
☐ Supplement
3.  Item category. Check the appropriate category. 
☐ FDA-approved and being used for the approved purpose, population, dose, and route of administration
☐ FDA-approved but being used for a purpose, population, dose, and/or route not yet FDA-approved
☐ Not FDA-approved
4.  Reason for use. Select all the reasons the item is being used. 
☐ To examine its effects
☐ To manage or prevent pain, consciousness, or possible side effects
☐ Other →  Explain the reason for the use in the text box below or indicate where in the IRB Protocol or other   	 		materials where this information can be found.
	Click or tap here to enter text.

5. Controlled substances. Is this a Schedule I or Schedule II controlled substance as defined by the federal Drug Enforcement Agency (DEA)?
These classes of controlled substances are drugs that are considered to have a high potential for abuse, like codeine, oxycodone, diazepam, Ecstasy, or even some of the anabolic steroids. 
☐ No  
☐ Yes  → Check the confirmatory box below
☐ Confirmed →  Authorized prescribers will be duly registered as required by applicable state and federal laws concerning the use of controlled substances.
6.  Source of the item. How are you obtaining the item (check all that apply)?
☐ From a commercial manufacturer (such as a drug company) or by prescription. Name and/or describe: 
	Click or tap here to enter text.

☐ From a non-commercial manufacturer (such as a research lab or a compounding pharmacy). Describe who, where, how, when, and why. Upload to Zipline: (1) documentation that the product preparation and manufacture meets the standards for Good Manufacturing Practice (GMP); or (2) documentation that any modification to those standards was approved by the FDA in issuing an IND for this research. 
	Click or tap here to enter text.

☐ Other. Describe who, where, how, when, and why. Upload to Zipline: (1) documentation that the product preparation and manufacture meets the standards for Good Manufacturing Practice (GMP); or (2) documentation that any modification to those standards was approved by the FDA in issuing an IND for this research.
	Click or tap here to enter text.

7.    Assessment of risks. Describe how you developed your understanding of the risks of using this item for this purpose and population.
 Examples: literature search from 1970 through the present; investigator brochure provided by the manufacturer. Note that the IRB may require you to provide citations for any literature you reviewed.
	Click or tap here to enter text.

8.    Drug controls. For research involving a product conducted under an IND,  the research team is responsible for ensuring appropriate control of dispensing, delivery, administration, tracking, and disposal of unused product. This includes physical access (e.g., locked storage), tracking (e.g., lot numbers, returned pills), documentation, and return/disposal.
 Example situations illustrating the difference between dispensing, delivery, and administration: 
· Suppose the study drug is a pill that needs to be taken by participants at home once a day for four weeks. UWMC Investigational Drug Services (IDS) might dispense the pills to the study coordinator who will then deliver them to the subjects. The subjects would self-administer the pills at home and bring any used pills back to the study coordinator who will track/document the number of unused pills after which they will return them to IDS for disposal.
· Suppose the study involves giving an intravenous biologic to participants while they are in-patients at UW ITHS Adult Translational Research Unit (TRU). UWMC IDS might dispense the biologic to the TRU nursing staff, who would then deliver and administer the biologic to the participants. The TRU nurse would track/document the date, time and amount of drug administered in the UW Medicine electronic medical record. Any unused drug not infused would be returned to IDS for disposal.  
8.1   Describe how the investigational product will be dispensed, delivered, and administered:
	Click or tap here to enter text.


8.2  Describe how the investigational product will be stored and tracked:
	Click or tap here to enter text.


8.3  Describe how disposal/return of unused product will be managed:
	Click or tap here to enter text.
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