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To guide investigators and their study 
teams through FDA processes 

What is the mission of the Office 
Regulatory Support? 



URMC CTSI
Office of Regulatory Support

https://www.urmc.rochester.edu/clinical-translational-science-
institute/clinical-research/regulatory-support.aspx 

“Sponsor-Investigator” 

https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/regulatory-support.aspx
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/regulatory-support.aspx




Clinical Trial Process

1. Do you need to interact with the FDA?

2. When do you engage the FDA?

3. Do you need an IND (or IDE) to conduct your 

study?



Institutional Review Boards  (IRB)
Informed Consent
Good Clinical Practices  (GCP)

Good Laboratory Practices  (GLP)
Good Clinical Laboratory Practices (GCLP)
Good Manufacturing Practices  (GMP)

What is the FDA role in 
Clinical Trials?
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Not FDA regulated GLP GCP GMP
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Disease Pairing

Preclinical 
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Clinical Trials
Manufacturing – 
Approval and Launch

IND Review Phase
(1 to >5 years)

Product 
Approval                          

Review Phase
(~ 10 months)

Discovery and pre-Clinical
(1 to >10 years)

Clinical Research Pathway 

(Drugs or Biologics)
Investigational New 

Drug (IND) Application

GLP GCP GMP



Phases for drug studies

 Phase 0 – exploratory, often first-in-human, single sub-
therapeutic doses 

 Phase 1 – initial safety trials, establish dose range, often 
healthy volunteers

 Phase 2 – evaluate safety and efficacy, ~100-300 
patients with disease

 Phase 3 – large, multicenter studies, generate additional 
efficacy and safety data

 Phase 4 (Post-marketing studies) – often required as a 
follow-on to approval, further safety, detect / define 
previously unknown SAE, risks

(Phases for drug studies are not written in Roman Numerals!)



IND Exemption?
21 CFR 312.2(b)

ALL CONDITIONS MUST APPLY
1. Not intended to change labeling;

2. Not intended to support a change in advertising;

3. Study of the drug product will not significantly increase risk or 
decrease the acceptability of risk due to a change in the:

• Route of administration

• Dose  

• Population 

4. Conducted in compliance with the requirements for institutional 
(IRB) review and informed consent; AND

5. Conducted in compliance with rules for the promotion of 
investigational drugs 



Components of an IND 
(21 CFR 312.23)

1. Form FDA 1571
2. Table of Contents
3. Introductory Statement
4. General Investigational Plan
5. Investigator’s Brochure  (for studies with more than one site)
6. Protocol
 a. Study Protocol and Informed Consent
 b. Investigator data – Form FDA 1572 and CV for the PI
 c. Facilities data
 d. IRB data
7. Chemistry, Manufacturing and Control data (CMC)
 - composition, stability and controls used in manufacture
8. Pharmacology and Toxicology data (GLP standards)
9. Previous Human Experience (if any)
10. Additional Information – Including Form FDA 3674

Cover Letter



Components of an IND 
(21 CFR 312.23)

1. Form FDA 1571
2. Table of Contents
3. Introductory Statement
4. General Investigational Plan
5. Investigator’s Brochure  (for studies with more than one site)
6. Protocol
 a. Study Protocol and Informed Consent
 b. Investigator data – Form FDA 1572 and CV for the PI
 c. Facilities data
 d. IRB data
7. Chemistry, Manufacturing and Control data (CMC)
 - composition, stability and controls used in manufacture
8. Pharmacology and Toxicology data (GLP standards)
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Cover Letter

Package Insert



ORS 
uploads 

IND to FDA

30-day 
review is up

May or may not make it to the review division until some time this week

Potentially insurmountable issues might be communicated in advance . . .

Clinical Hold 
or Enroll

FDA’s 30-day process of non-objection for INDs



Research with a dietary supplement or botanical 
 look at its effects on disease (to cure, treat, mitigate, 

prevent or diagnose a disease including associated 
symptoms) 

 then you need to engage the FDA for an IND (or IND 
exemption) to govern the clinical study

The product is acting as a DRUG!

Supplements / Neutraceuticals



Supplements / Neutraceuticals

Evaluating the product as a dietary supplement
 structure / function claims 
 then it is not a drug, an IND is not likely necessary 

The product is acting as a Dietary Supplement!



Feasibility    Pivotal
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Research
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Clearance / Approval 
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Pilot & Pivotal Studies
(months to years) 

Clearance  / 
Approval 

(2-24 months)

Engineering and pre-Clinical
(months to years)

Investigational Device 
Exemption (IDE)

Clinical Research Pathway 

(Devices)



Device concept / 
prototype

Clinical studies 
performed under IDE

Premarket  Approval

510(k) 
Premarket 
Notification

Medical Device

Publications and 
other support

Is there a substantially 
equivalent predicate 
device on the market?

Risk and Device 
Class Determination

yes

510(k) Exempt



Phases for Device Studies

Feasibility Studies – proof-of-concept, initial human 

experience, small numbers, finalize and confirm device 

design

Pivotal Studies – multi-center, larger number of patients, 

use data to support marketing application
 

 Post-Marketing studies – may be required after approval



When an IDE is needed

If studying a non-significant risk (NSR) device in 
an NSR study, then the IRB may potentially 
serve as the surrogate overseer.
– Abbreviated IDE or ‘considered approved’ IDE

If the device is classified as a significant risk 
(SR) device, then it is necessary to file an IDE 
with the FDA.



Investigational Device 
Exemption (IDE)

Governed by 21 CFR part 812

Clinical Investigation of a Medical Device – to 
determine safety and effectiveness

Can be filed with the FDA or can be filed with 
the local IRB



IDE Application Contents (21 CFR 812.20)

Cover letter 
Table of contents
Report of prior investigations
Investigational plan
Manufacturing information
Investigator information
Sales information
Environmental impact statement
Labeling
Informed consent materials

A template for submitting 
an IDE can be 

obtained by emailing 
Reg_Support@urmc.rochester.edu 

mailto:Reg_Support@urmc.rochester.edu


Submitting an IDE

eCopy submit your complete IDE application to 
the CDRH document control center

–FDA has 30 days to review
–Approve, Disapprove or Approve with Modifications

Common reasons for disapproval: 
– Risks outweigh the potential benefits
– Inadequacy of a critical step
– Failure to respond to FDA request for 

information



What about Expanded Access or 
Compassionate Use?

Expanded Access 



https://redcap.urmc.ro
chester.edu/redcap/sur
veys/?s=7RCWF4TC3N

Expanded Access 

bit.ly/Expanded-Access

https://redcap.urmc.rochester.edu/redcap/surveys/?s=7RCWF4TC3N
https://redcap.urmc.rochester.edu/redcap/surveys/?s=7RCWF4TC3N
https://redcap.urmc.rochester.edu/redcap/surveys/?s=7RCWF4TC3N
https://www.urmc.rochester.edu/clinical-translational-science-institute/clinical-research/regulatory-support/expanded-access.aspx
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Online Training - MyPath

IND Training: “Orientation to the Requirements for Filing an 
Investigational New Drug (IND) Application”

IDE Training: “Orientation to Medical Devices and the Requirements 
for an FDA Investigational Device Exemption (IDE)”

IND or IDE 
Training



Open to all university students 

Competition is a 5-minute 

presentation 

Propose a solution to a Regulatory 

Science Focus Area 

Wednesday, 4 Dec 2024 @ 12noon

School of Nursing HWH Auditorium



Top Five ORS Requests

1. Do I need an IND for this study?

2. The IRB says to talk to you, but I do not think I 
need an IND for this study. 

3. Can I get a template for my IND Annual Report?

4. Can I treat this patient without going to the FDA?

5. Do I need an IDE for this study?



Joan Adamo, PhD
Clinical & Translational Science Institute

University of Rochester
Director, Office of Regulatory Support 

(585) 275-0742
   

Reg_Support@urmc.rochester.edu


