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FDA-Regulated Drug Studies 
Tools for Investigators 

 
 

The Office of Responsible Research Practices has created several tools to assist Ohio State 

investigators in completing application materials when research reviewed by an Ohio State IRB 

involves articles regulated by the FDA as drugs. The tools are designed to be used sequentially.  
Note: These tools do not account for emergency use, expanded access, or other “compassionate use” scenarios. 
 
Step 1:  Determine whether your study involves a drug as defined by the FDA.  

“Drug” means any article that is: 
• Recognized by the FDA as an approved drug; or 
• Intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease; or 
• Not a food or dietary supplement but is intended to affect the structure or any function of 

the body. 
 
Step 2: Use the Common Drug Research Scenarios Decision Tree to determine which of the 

five drug scenarios applies to your research.  
 
Step 3: Use the Buck-IRB Cheat Sheet for drug research to see a list of Buck-IRB pages that 

must reflect the administration and/or evaluation of drugs, as well as which documents 
must be revised and/or provided for IRB review. 

 
Step 4: Refer to the Buck-IRB Drug Research Screenshots for details about how to complete 

the Buck-IRB application form to reflect the drug research scenarios involved in your 
study.  

 
Remember: 

• Multiple drug scenarios may be applicable to a single study.  

• If multiple drugs are studied/administered, use the decision tree and tools for each drug 
separately.  

• Questions? Contact ORRP for further guidance.  

 
These tools are provided for educational purposes only and should not be considered official regulatory documents.  

https://www.accessdata.fda.gov/scripts/cder/daf/
https://orrp.osu.edu/contact/


1 "Drug" means any article that is (1) recognized by the FDA as an approved drug; (2) intended for use in the diagnosis, cure, mitigation, treatment, or prevention of disease; or 
(3) not a food or dietary supplement but is intended to affect the structure or any function of the body. In the context of FDA-regulated clinical investigations, drugs include not only
prescription and over-the-counter drug products, but also biologics, foods, dietary supplements, cosmetics, and tobacco products when the intended use in the study meets meets
the definition above.

This decision tree is provided for educational purposes only and should not be considered an official regulatory document. 

DECISION TREE:

COMMON DRUG RESEARCH SCENARIOS

Will data generated be 
submitted to the FDA to support 

a change in labeling, 
indication for use, or

advertising?
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Does the protocol dictate the USE or ADMINISTRATION 
(route, dose, timing, and/or randomization) of a drug? 

Is the product legally marketed 
in the US as a drug?

Does the research STUDY a
drug product (i.e., at least one
objective is related to obtaining

data about the product),
regardless of the drug's

approval status?

Scenario D5

Will data generated be
submitted to the FDA to

support a change in labeling,
indication for use, or

advertising? 

Scenario D1

Does the research use of the
drug differ from the approved
labeling in any of the following

ways?
  - Indication
  - dose
  - route of administration
  - patient population
  - drug formulation
  - combination with other drug(s)

Scenario D2

Do these changes significantly
increase the risks (or decrease

the acceptability of the risks)
associated with use of the drug? Contact FDA

Contact FDA

Scenario D3

Scenario D4

Scenario D3

Yes

No

Yes

No

Yes

No

No

Yes

No

Yes

Yes

Not sure

No

No

Not sure

Is the use for
treatment only (no

research aims)?

May qualify for
treatment IND;
contact ORRP

Yes

No

IND required

IND required

IND required

Yes

If your study involves administering a drug product1 or has aims related to drug products, use the decision tree to determine which of the five most common
drug research scenarios applies to your research and whether or not an IND may be required. Please note, the decision tree does not account for every
possible scenario or IND exemption.

https://www.accessdata.fda.gov/scripts/cder/daf/
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-treatment-expanded-access-overview
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This cheat sheet reflects the five most common drug research scenarios. It does not account for every possible scenario or IND exemption. 

Scenario # Description & example FDA regulatory 
oversight 

Buck-IRB Application Pages Required documentation and documents 
that should reflect drug information 

Scenario D1 Drug(s) not administered per protocol, 
may or may not be focus of research 

Examples: 
Exercise intervention in ex-smokers currently 
using nicotine patch (drug) vs. current 
smokers 

Comparison of three commonly prescribed 
antibiotics following surgery; treating 
physicians (not researchers) determine 
appropriate dose/drug for their patients 

Clinical 
investigation: No* 
IND: No* 

Required 
• None

As applicableǂ 
• Funding & Financial Conflicts (if support 

provided by drug manufacturer) 
• Participant Population (if drug(s) are

related to eligibility criteria) 
• Confidentiality of Data (if drug 

manufacturer will receive study data) 

Required 
• Protocol

As applicable 
• Consent form (should not include risks

of drugs)

Scenario D2 Approved drug(s) administered and: 
• the use is dictated by protocol
• used according to label (“on label”)
• may or may not be focus of research

Examples: 
Lidocaine administered during research 
biopsy; lidocaine not focus of research  

Comparison of three commonly prescribed 
antibiotics following surgery; participants are 
randomized to one of three drugs 

Clinical 
Investigation: Yes 
IND: No* 

Required 
• Research Methods & Activities
• Drugs or Biologics
• Drugs (Supplemental Questions)
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by drug manufacturer)
• Participant Population (if drug(s) are

related to eligibility criteria)
• Confidentiality of Data (if drug

manufacturer will receive study data)
• Monitoring (if greater than minimal risk)

Required 
• Approved labeling for each drug

(package insert, generic drug
monograph)

• Protocol
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.
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Scenario # Description & example FDA regulatory 
oversight 

Buck-IRB Application Pages Required documentation and documents 
that should reflect drug information 

Scenario D3 Approved drug(s) administered and: 
• the use is dictated by protocol
• used “off label” (different indication,

dose, route of administration,
population, or drug combination)

• off-label use significantly
increases the risk or decreases the
acceptability of the risk of the drug
product

Example: 
Participants receive experimental (“off-label”) 
combination therapy of two approved drugs 
where drug interactions are unknown 

Clinical 
investigation: Yes 
IND: Yes 

Required 
• Research Methods & Activities
• Drugs or Biologics
• Drugs (Supplemental Questions)
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by drug manufacturer)
• Participant Population (if drug(s) are

related to eligibility criteria)
• Confidentiality of Data (if drug

manufacturer will receive study data)
• Monitoring (if greater than minimal risk)

Required 
• Approved labeling for each drug

(package insert, generic drug
monograph) or Investigator’s Brochure

• IND Documentation: FDA IND “study
may proceed letter” (for investigator-
initiated studies) or IND# on protocol (if
sponsor is external to Ohio State)

• Protocol
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.

Scenario D4 Approved drug(s) administered and: 
• use dictated by protocol
• used “off-label” (different

indication, dose, route of
administration, population, or drug
combination)

• Off-label use does not significantly
increase the risk or decrease the
acceptability of the risk of the drug
product

Example: 
Participants receive experimental (“off-label”) 
combination therapy of two approved drugs 
where off-label use is widely recognized as 
standard of care and/or where existing 
literature suggests low risk of adverse drug 
interactions 

Clinical 
investigation: Yes 
IND: No* 

Required 
• Research Methods & Activities
• Drugs or Biologics
• Drugs (Supplemental Questions)
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by drug manufacturer)
• Participant Population (if drug(s) are

related to eligibility criteria)
• Confidentiality of Data (if drug

manufacturer will receive study data)
• Monitoring (if greater than minimal risk)

Required 
• Approved labeling for each drug

(package insert, generic drug
monograph) or Investigator’s Brochure

• Documentation of IND exemption from
FDA (if available) or explanation of
how study meets IND exemption
criteria

• Protocol
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.
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Scenario # Description & example FDA regulatory 
oversight 

Buck-IRB Application Pages Required documentation and documents 
that should reflect drug information 

Scenario D5 Unapproved drug(s) administered; may 
or may not be object of study 

Examples: 
First-in-human study of novel drug therapy 

Evaluation of cranberry juice as treatment for 
urinary tract infection 

Unapproved formulation of approved drug 
(e.g., compounded at commercial 
pharmacy/”homemade” formulation) is 
administered 

Clinical 
investigation: Yes 
IND: Yes 

Required 
• Research Methods & Activities
• Drugs or Biologics
• Drugs (Supplemental Questions)
• Alternatives to Study Participation
• Risks, Harms, and Discomforts

As applicableǂ 
• Funding & Financial Conflicts (if support

provided by drug manufacturer)
• Participation Population (if drug(s) are

related to eligibility criteria)
• Confidentiality of Data (if drug

manufacturer will receive study data)
• Monitoring (if greater than minimal risk)

Required 
• Investigator’s Brochure for each

unapproved drug
• IND Documentation: FDA IND “study

may proceed letter” (for investigator-
initiated studies) or IND# on protocol (if
sponsor is external to Ohio State)

• Protocol
• Consent form

As applicable 
• Recruitment materials
• Subject materials/instructions, etc.

* Unless data will be submitted to FDA. If the drug manufacturer is sponsoring the research (including providing study drug) or will receive study data, the study is likely FDA- 
   regulated and may require an IND.
ǂ Buck-IRB page designated “as applicable” are not represented in the Buck-IRB Screenshots that follow. 
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As drugs are not part of the research intervention, they should not be described 
here (except to differentiate groups of participants or to describe analysis of data 
related to the drug(s)). 

Drug Scenario D1 
Drug(s) NOT administered per protocol; may or may not be focus of research 

 
Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
 

Identify and describe all interventions and interactions that are to be performed solely for the 
research study. 

 

 

 

 

Check all research activities and/or components that apply.  

 

Drugs should NOT be 
checked in this scenario 
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Describe the research use of drug here, including how administration is dictated 
by the protocol (e.g., randomization, timing, dose, etc.).  

Drug Scenario D2 
Legally marketed drug(s) used per label; use dictated by protocol 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 
 

Identify and describe all interventions and interactions that are to be performed solely for the 
research study. 

 

 

 
Check all research activities and/or components that apply.  

 

If the research 
includes the use of 
an anesthetic 
(lidocaine, etc.), 
this box should be 
checked. 
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Select if pregnancy 
testing is necessary 
prior to drug 
administration 

Select if subjects will 
be randomized to an 
approved regimen 
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Drugs or Biologics 
 
Select from the options below to request inclusion of drugs or biologics (e.g., vaccines, cellular products, blood- or 
plasma-derived products) in the proposed research. Include only those drugs or biologics that are to be administered 
as part of the research protocol (i.e., not those administered for routine care or evaluation). Enter as many drugs or 
biologics as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining INDs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators. For assistance, contact the College of Medicine Office of Research at 614-292-2595.  

For assistance with drug accountability and recordkeeping procedures, contact the OSUMC Department of Pharmacy  
at 614-293-8470. For more information on the requirements for conducting research involving investigational drugs  
or biologics, see HRPP policy Research Involving Investigational Drugs. 

 
 

 

  

Add each legally marketed drug that 
will be administered per label, even if 
multiple drugs will be used for the 
same purpose (e.g., two anesthetics 
being used per protocol) 

http://orrp.osu.edu/files/2012/02/Research-Involving-Investigational-Drugs.pdf
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Describe frequency of use and route of administration (Note: if frequency/route 
of administration differs from the approved labeling, Scenario 3 or 4 will apply 
rather than Scenario 2) 

 

Describe drug here. 

 

Explain why the drug is being used in this research. 

 

 

 

Provide a snapshot of the most common side effects; these may be summarized 
by grouping side effects into general categories (e.g., “mild to moderate short-
term GI side effects”), as opposed to listing individual symptoms. Do not copy a 
comprehensive list of potential risks from the drug packaging. 

 

 

 

 
FDA Approved Products 
Includes drugs or biologics approved for this indication, route/dose, or study population. 

 

 

Name of drug or biologic Name of drug(s) 
  

Generic name or active ingredient Generic name or active ingredients of 
drug(s) 

  

Brand name Brand name(s) 
  

Dose and dosage form (e.g., 10mg tablet) 
Note that this is the approved 
dosage/route of administration, as the 
drugs are used per label in this scenario. 

 

Frequency and route of administration 

 
 
 
 
 
Provide a brief description of the drug/biologic (e.g., drug class, mode of action).  

 
 
 

Provide the proposed rationale for choice of this agent in the research (compared to other drugs 
that could have been used). 

 
 
 

 
Summarize the potential side effects (including serious warnings and more common side effects). 
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Note: This question appears only when “Yes” is selected above. 

 

 
Is preparation or repackaging of the supplied product necessary before administration or 
dispensing? 

 
 
State who will perform these activities and where they will be performed. 

 
 
 
 
Provide a copy of the drug or biologic manufacturer’s approved labeling (i.e., package insert), 
Investigator’s Brochure (IDB), or other equivalent information. 

 
For approved products, ensure that the package insert is readable. See Drugs at FDA or the manufacturer’s website for 
printable versions. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

See next page for an 
example of approved 
labeling. 

Use this link to 
download up-to-date 
approved labeling 

https://www.accessdata.fda.gov/scripts/cder/daf/
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Page 1 of approved label for Tylenol (example) 
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Drugs (Supplemental Questions) 

 
 
 
 
Does the research involve the use of Botox, Xeomin, Dysport or any formulation containing 
botulinum toxin at any dose?  

 
 
 
 
 
 
  

Select Yes or No as appropriate 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different drug(s) or other treatment 
• Receiving the drug(s) at a dose, frequency, and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 

Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of drugs listed elsewhere or 
copy a comprehensive list of side effects from drug labeling. 

 

Address mitigation of general study risks rather than individual side effects of 
study drugs. 

 

 

Risks, Harms & Discomforts 
 

 
Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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Describe the research use of drug here. Describe how the drug is dictated per the 
protocol (e.g., randomization, timing, etc.). 

Drug Scenario D3 
Legally marketed drugs used off-label; does not meet IND exemption criteria 

 
Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
 
Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

 

 

 
Check all research activities and/or components that apply.  
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Select if applicable to the 
research study 

Select if subjects will be 
randomized 
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Drugs or Biologics 
 
Select from the options below to request inclusion of drugs or biologics (e.g., vaccines, cellular products, blood- or 
plasma-derived products) in the proposed research. Include only those drugs or biologics that are to be administered 
as part of the research protocol (i.e., not those administered for routine care or evaluation). Enter as many drugs or 
biologics as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining INDs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators. For assistance, contact the College of Medicine Office of Research at 614-292-2595.  

For assistance with drug accountability and recordkeeping procedures, contact the OSUMC Department of Pharmacy at 
614-293-8470. For more information on the requirements for conducting research involving investigational drugs or 
biologics, see HRPP policy Research Involving Investigational Drugs. 

 
 

 

  
Each drug used off-label in the research 
should be listed separately, even if the drugs 
share an IND number 

http://orrp.osu.edu/files/2012/02/Research-Involving-Investigational-Drugs.pdf
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Investigational Drugs/Biologics or Investigational/Research  
Use of FDA Approved Product 
Includes drugs or biologics that are not approved for this indication, route/dose, or study population. 

 

 

Name of drug or biologic Name of drug(s) 
  

Generic name or active ingredient Generic name or active ingredients of 
drug(s) 

  

Brand name, if applicable Brand name(s) 
  

Manufacturer Manufacturer 
 

The drug/biologic is (select one) 

 

 

Provide a copy of the drug or  
biologic manufacturer’s  
approved labeling (i.e.,  
package insert). 
 
Appears if “Approved, but its use in this 
research is investigational” is selected.  

See Drugs at FDA or the manufacturer’s 
website for printable versions. 

 

 

 

 

 

 

 
 
 
 
 

Most research in this scenario will 
not utilize an Investigator’s Brochure 
and will instead provide approved 
drug labeling (example below) 

https://www.accessdata.fda.gov/scripts/cder/daf/
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Page 1 of approved label for Tylenol (example) 
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Describe frequency and route of administration as dictated by the protocol. Clearly 
identify how administration differs from approved labeling, as applicable.  

 

Briefly describe drug 

 

Provide the IND# for the drug or combination of drugs.  

 

Frequency and route of administration 

 

 
 

 
Provide a brief description of the drug/biologic (e.g., drug class, mode of action).  

 
 
 

 
Does the drug/biologic have an Investigational New Drug (IND) number?  

 
 

Investigational New Drug # 

 

 

 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Note: Documentation confirming the IND number must accompany the submission. 
Acceptable forms of documentation are as follows: 

• Preferred documentation: FDA IND Study May Proceed letter (see example 
below).  

o This document is required for clinical investigations initiated by Ohio State 
investigators. 

o The letter can be uploaded on the Other Files/Comments page of Buck-
IRB or in the “approved labeling” upload box above.  

• Alternative documentation: IND number is identified on the protocol document. 
This method is acceptable when the IND sponsor is external to Ohio State. 
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Page 1 of IND Study May Proceed letter from the FDA (example) 
 

 
 

 



Buck-IRB Screenshots – Scenario D3 

Office of Research, Responsible Research Practices, Rev. 09/10/20      Page 8 of 12 
 

State who holds the IND 

 

Indicate if the OSUWMC Investigational Drug Service (IDS) will handle storage 
and dispensing of the drug; if not, describe alternative arrangements, including 
record keeping. 

 

This section should describe how serious adverse events are reported, to whom, 
and the time frame in which it is done.  
Reminder: Sponsor here refers to sponsor-investigator (i.e., the PI). 

 

Provide a snapshot of the most common side effects, with particular attention to 
how the off-label use increases the risks (or decreases the acceptability of the 
risks) associated with use of the drug. 

Side effects may be grouped into general categories (e.g., “mild to moderate 
short-term GI side effects”), as opposed to listing individual symptoms. Do not 
copy a comprehensive list of potential risks from the drug packaging. 

 

 

State who holds the IND (sponsor, investigator, other) 

 

 

Describe the process for investigational drug accountability, storage, and recordkeeping to ensure 
that the drug will be used according to the approved protocol, under the direction of approved 
investigator(s). 

 

 

 

 

For an investigator-held IND, describe the process for assuring compliance with FDA regulations 
pertaining to sponsors (e.g., recordkeeping, reporting). 

 

 

 

 

Study phase 
 

 
 

Summarize the potential side effects (including serious warnings and more common side effects). 
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Note: This question appears only when “Yes” is selected above. 

 

 

Is preparation or repackaging of the supplied product necessary before administration or 
dispensing? 

 
 
State who will perform these activities and where they will be performed. 
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Drugs (Supplemental Questions) 
 
 
 
 
 
Does the research involve the use of Botox, Xeomin, Dysport or any formulation containing 
botulinum toxin at any dose?  

 
 
 
 
  

Select Yes or No as 
appropriate 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different drug(s) or other treatment 
• Receiving the drug(s) at a dose, frequency, and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
 
 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of drugs listed elsewhere or 
copy a comprehensive list of side effects from drug labeling. 

 

 

Address mitigation of general study risks rather than individual side effects of 
study drugs. 

 

 
 

Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 

 

Describe how risks, harms, and/or discomforts will be minimized.  
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Describe the research use of drug(s) here. Describe how the drug is dictated per 
the protocol (e.g., randomization, timing, etc.). 

 

Drug Scenario D4 
Legally marketed drugs used off-label; meets IND exemption criteria 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
 

Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

 

 

 
Check all research activities and/or components that apply.  
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Select if applicable to the 
research study 

Select if subjects will be 
randomized 
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Drugs or Biologics 
 
Select from the options below to request inclusion of drugs or biologics (e.g., vaccines, cellular products, blood- or 
plasma-derived products) in the proposed research. Include only those drugs or biologics that are to be administered 
as part of the research protocol (i.e., not those administered for routine care or evaluation). Enter as many drugs or 
biologics as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining INDs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators. For assistance, contact the College of Medicine Office of Research at 614-292-2595.  

For assistance with drug accountability and recordkeeping procedures, contact the OSUMC Department of Pharmacy at 
614-293-8470. For more information on the requirements for conducting research involving investigational drugs or 
biologics, see HRPP policy Research Involving Investigational Drugs. 

 
 

 

  

Each drug used off-label in the research 
should be listed separately 

http://orrp.osu.edu/files/2012/02/Research-Involving-Investigational-Drugs.pdf
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Investigational Drugs/Biologics or Investigational/Research  
Use of FDA Approved Product 
Includes drugs or biologics that are not approved for this indication, route/dose, or study population. 

 

 

Name of drug or biologic Name of drug(s) 
  

Generic name or active ingredient Generic name or active ingredients of 
drug(s) 

  

Brand name, if applicable Brand name(s) 
  

Manufacturer Manufacturer 
 

The drug/biologic is (select one) 

 

 

Provide a copy of the drug or  
biologic manufacturer’s  
approved labeling (i.e.,  
package insert). 
 
Appears if “Approved, but its use in this 
research is investigational” is selected.  

See Drugs at FDA or the manufacturer’s 
website for printable versions. 

 

 

 

 

 

 

 
 
 
 
 

Most research in this scenario will not 
utilize an Investigator’s Brochure and 
will instead provide approved drug 
labeling (example below) 

https://www.accessdata.fda.gov/scripts/cder/daf/
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Page 1 of approved label for Tylenol (example) 
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Describe frequency and route of administration as dictated by the protocol. Clearly 
identify how administration differs from approved labeling, as applicable.  

 

Briefly describe drug 

 

If an FDA letter confirming IND exemption is not available, explain how the use 
of the drug meets the IND exemption criteria. For most studies, the rationale for 
IND exemption should address the following: 

Risk Assessment 

• Specify how the use of the drug in the study differs from the approved labeling. Specifically, 
consider: 

o Indication(s) for use 
o Patient population 
o Route of administration 
o Dose 
o Combination with another drug product 
o Modification of the drug product 

• Provide evidence that the proposed off-label use in this investigation does not significantly 
increase the risks (or decrease the acceptability of the risks) associated with the use of the drug 
product. Consider, at a minimum: 

o Potential for increased frequency/severity of side effects 
o Impacts on drug effectiveness (e.g., if administered at a lower dose) 
o Whether the off-label use is considered standard of care for the study population 
o Availability of other therapies/treatments for the study population 

As much as possible, provide/refer to literature supporting your risk assessment of off-label use. 

Attestation of additional exemption criteria 

• Confirm that the product is lawfully marketed in the United States as a drug. (This should be 
clear from the FDA-approved labeling provided above.) 

• Confirm that the investigation will not be reported to FDA or otherwise used to support 
approval of a new indication, a change in labeling, or a change in advertising.  

• Confirm that study materials, including the consent form, will not promote the drug as safe or 
effective for the purposes for which it is under investigation. 

 

 
Frequency and route of administration 

 

 
 

Provide a brief description of the drug/biologic (e.g., drug class, mode of action).  

 
 

 
Does the drug/biologic have an Investigational New Drug (IND) number?  

 
IRB approval cannot be granted until documentation of the IND (or exemption) has been provided 
 

Explain how the use of the drug/biologic in this research meets one of the FDA exemptions from 
the requirements for an IND or provide documentation of exemption from FDA (i.e., letter 
indicating an IND is not required). 
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Note: This question appears only when “Yes” is selected above. 

 

 

Provide a snapshot of the most common side effects, with particular attention to 
how the off-label use increases the risks (or decreases the acceptability of the 
risks) associated with use of the drug. 

Side effects may be grouped into general categories (e.g., “mild to moderate 
short-term GI side effects”), as opposed to listing individual symptoms. Do not 
copy a comprehensive list of potential risks from the drug packaging. 

 

Study phase 
 

 
 
Provide the proposed rationale for choice of this agent in the research (compared to other drugs 
that could have been used). 
 

Explain why the drug is being used in this research, noting how it differs from on 
label use. 

 
 
Summarize the potential side effects (including serious warnings and more common side effects). 
 
 
 
 
 
 
 
 

 

Is preparation or repackaging of the supplied product necessary before administration or 
dispensing? 

 
 
State who will perform these activities and where they will be performed. 
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Drugs (Supplemental Questions) 

 
 
 
 
 
Does the research involve the use of Botox, Xeomin, Dysport or any formulation containing 
botulinum toxin at any dose?  

 
 
 

 
  

Select Yes or No as 
appropriate 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different drug(s) or other treatment 
• Receiving the drug(s) at a dose, frequency, and/or route of administration 

determined by one’s physician (as opposed to the protocol) 
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of drugs listed elsewhere or 
copy a comprehensive list of side effects from drug labeling. 

 

Address mitigation of general study risks rather than individual side effects of 
study drugs. 

 

 
Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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Describe use of unapproved drug(s) in research. 

Drug Scenario D5 
Unapproved drug(s) administered as part of the study 

 

Research Methods & Activities 
 
Use the boxes provided below to provide information on all interventions and activities that are to be performed in  
the research. Based on the selections chosen in the list of activities and components, completion of additional form 
pages may be necessary to provide required information for IRB review. 

 
Identify and describe all interventions and interactions that are to be performed solely for the 
research study.  

  

 

 
Check all research activities and/or components that apply.  
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Select if applicable to 
the research study 

Select if subjects will 
be randomized  
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Drugs or Biologics 
 
Select from the options below to request inclusion of drugs or biologics (e.g., vaccines, cellular products, blood- or 
plasma-derived products) in the proposed research. Include only those drugs or biologics that are to be administered 
as part of the research protocol (i.e., not those administered for routine care or evaluation). Enter as many drugs or 
biologics as required for the research. 

The College of Medicine Office of Research (COM/OR) provides assistance to investigators obtaining INDs for human 
subjects research. A COM/OR representative will meet with investigators to review the FDA requirements of sponsor-
investigators. For assistance, contact the College of Medicine Office of Research at 614-292-2595.  

For assistance with drug accountability and recordkeeping procedures, contact the OSUMC Department of Pharmacy at 
614-293-8470. For more information on the requirements for conducting research involving investigational drugs or 
biologics, see HRPP policy Research Involving Investigational Drugs. 

 
 

 

  
Add each non-legally marketed drug that will be administered for any 
purpose in the study.  

http://orrp.osu.edu/files/2012/02/Research-Involving-Investigational-Drugs.pdf
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Investigational Drugs/Biologics or Investigational/Research  
Use of FDA Approved Product 
Includes drugs or biologics that are not approved for this indication, route/dose, or study population. 

 

 

Name of drug or biologic Name of drug(s) 
  

Generic name or active ingredient Generic name or active ingredients of 
drug(s) 

  

Brand name, if applicable Brand name(s) 
  

Manufacturer Manufacturer 
 

The drug/biologic is (select one) 

 

 

Provide a copy of the  
Investigator’s Brochure or  
equivalent information if not  
available. 
Appears if “Investigational” is selected 

 

 

 

 

 

 

 
 

 

 

 

Provide the most up-to-date 
Investigator’s Brochure (IB) for the 
investigational drug(s) used in the study. 
See next page for an example of an IB. 
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IB example (title page only) 
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Describe frequency and route of administration 

 

Briefly describe drug 

 

Provide the IND# for the drug or combination of drugs.  

 

Frequency and route of administration 

 

 
 
 
 
 

Provide a brief description of the drug/biologic (e.g., drug class, mode of action).  

 
 
 
 
 
 

 
Does the drug/biologic have an Investigational New Drug (IND) number?  

 
Investigational New Drug # 

 

 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

Note: Documentation confirming the IND number must accompany the submission. 
Acceptable forms of documentation are as follows: 

• Preferred documentation: FDA IND Study May Proceed letter (see example 
below).  

o This document is required for clinical investigations initiated by Ohio State 
investigators. 

o The letter can be uploaded on the Other Files/Comments page of Buck-
IRB or in the “approved labeling” upload box above.  

• Alternative documentation: IND number is identified on the protocol document. 
This method is acceptable when the IND sponsor is external to Ohio State. 
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Page 1 of IND Study May Proceed letter from the FDA (example) 
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Note: This question appears only when “Yes” is selected above. 

 

State who holds the IND 

 

Indicate if the OSUWMC Investigational Drug Service (IDS) will handle storage 
and dispensing of the drug; if not, describe alternative arrangements, including 
record keeping. 

 

This section should describe how serious adverse events are reported, to whom, 
and the time frame in which it is done.  
Reminder: Sponsor here refers to sponsor-investigator (i.e., the PI). 

 

Provide a snapshot of the most common side effects; these may be summarized 
by grouping side effects into general categories (e.g., “mild to moderate short-
term GI side effects”), as opposed to listing individual symptoms. Do not copy a 
comprehensive list of potential risks from the drug packaging. 

 

 

State who holds the IND (sponsor, investigator, other) 

 

 

Describe the process for investigational drug accountability, storage, and recordkeeping to ensure 
that the drug will be used according to the approved protocol, under the direction of approved 
investigator(s). 

 

 

 

 

For an investigator-held IND, describe the process for assuring compliance with FDA regulations 
pertaining to sponsors (e.g., recordkeeping, reporting). 

 

 

 

 

Summarize the potential side effects (including serious warnings and more common side effects). 
 
 
 
 
 

 

 

 

Is preparation or repackaging of the supplied product necessary before administration or 
dispensing? 

 
 
State who will perform these activities and where they will be performed. 
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Drugs (Supplemental Questions) 
 
 
 
 
 
Does the research involve the use of Botox, Xeomin, Dysport or any formulation containing 
botulinum toxin at any dose?  

 
 
 
 

 
  

Select Yes or No as 
appropriate 
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Alternatives to participating in a therapeutic study may include the following: 

• Receiving different approved drug(s) or other treatment  
• Enrolling in a different clinical trial 

There may or may not be alternatives to participating in non-therapeutic studies. 

 

 
Alternatives to Participation 
 

 
Other than choosing not to participate, are there any alternatives to participating in the research? 
 

 
 
List the specific alternatives to participation, including available procedures or treatments that may 
be advantageous to the subject. 
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General study risks go here. Do not duplicate risks of drugs listed elsewhere or 
copy a comprehensive list of side effects from drug labeling. 

 

Address mitigation of general study risks rather than individual side effects of 
study drugs. 

 

 

Risks, Harms & Discomforts 
 

 

Describe all reasonably expected risks, harms, and/or discomforts that may apply to the 
research. Discuss severity and likelihood of occurrence. As applicable, include potential risks to an 
embryo or fetus if a woman is or may become pregnant. 

 
 
 
 
 
Describe how risks, harms, and/or discomforts will be minimized.  
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