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[bookmark: _Toc426969111][bookmark: _Toc426969150][bookmark: _Toc426969409][bookmark: _Toc426969442][bookmark: _Toc426969539][bookmark: _Toc426969572][bookmark: _Toc426987478][bookmark: _Toc426987606][bookmark: _Toc426987666][bookmark: _Toc426987736]
STUDY INFORMATION
The original IND XXXXX was submitted to the FDA on Date (xx-(Month)-xx-(Date)- xxxx (Year)).  This final report summarizes data for all studies conducted under the IND from Starting Date to Report Filing Date.  Table 1 presents an overview of all studies.

Note-use table below for multiple studies under one IND. If only one study under IND, then list that and no table is needed.
[bookmark: _Toc427057175]Table 1. Clinical Studies Conducted with DRUG (Name)
	[bookmark: id.9fed912f33bb]Protocol Number
	Objective
	Study Status
	Final Report Location

	XXXXX
	To test the safety and efficacy of oral DRUG in children and adults with disease who have condition
	Complete
	Serial No. xxx

	XXXXX
	To characterize the long-term use, safety, and efficacy of DRUG in children and adults with disease or condition in an observational study of AB0001 participants
	Complete
	Serial No. xxy

	XXXXXX
	To investigate the safety and efficacy of oral DRUG in children and adolescents with disease or condition X-Y years of age
	Complete
	N/A


[bookmark: id.8be82b03d6bd][bookmark: _Toc300558441][bookmark: _Toc300558879][bookmark: _Toc426725643][bookmark: _Toc426969112][bookmark: _Toc426969151][bookmark: _Toc426969410][bookmark: _Toc426969443][bookmark: _Toc426969475][bookmark: _Toc426969507][bookmark: _Toc426969540][bookmark: _Toc426969573][bookmark: _Toc426987479][bookmark: _Toc426987607][bookmark: _Toc426987667][bookmark: _Toc426987737]Study Summary

Include a brief summary of the status of each clinical study (i.e., being conducted under this IND) in progress and each study completed.  The summary is required to include the following information for each study:


Title of Study:	Describes the following- 
· Brief summary of the status of each clinical study (i.e., being conducted under this IND- e.g., in progress/  each study completed
· For each study, provide the trial format, 
Full title:  Example- Multi-center, Multi-national, Randomized, Placebo-Controlled Trial of DRUG in Subjects with Disease or Condition X-Y Years Old  
Study Design:	Example- Multicenter double-blind randomized clinical trial 
Purpose:	To investigate the safety and efficacy of oral DRUG in patient population with disease who have condition  
Patient Population:	Provide a brief statement identifying (i.e., by disease or condition, age range, and gender) the research subject population.
Male and female subjects  X years and ≤ Y years of age with a diagnosis of disease
Treatment Regimen:	Trade Name® (generic name) 250mg of DRUG orally three times a day
Study Duration:	Total duration of the treatment period for each subject is XX weeks
Study Status:	Enrollment: Completed in XX/XXXX
	Completion of data collection and analysis: XX/XXXX
Study Sites:	If applicable please use table below:
[bookmark: _Toc426726758][bookmark: _Toc427057176]
Table 2. Subject Enrollment by Site
	Institution 
	Contract 
Finalized
	Enrollment 
Start date
	Number
Enrolled
	Number
Per month

	UTSW
	
	xx (month)xx (date) xxxx (year)
	9
	0.81

	Other Institutions (if applicable)
	xx (month) xxxx (year)
	xx (month)xx (date) xxxx (year)
	9
	0.90

	
	
	
	
	


[bookmark: id.50661d1790b7]
[bookmark: _Toc426726759][bookmark: _Toc427057177]Table 3. Subject Demographics
	
	Female
	Male
	Both Genders

	Ethnic Category 
	N
	%
	N
	%
	Total
	%

	Hispanic or Latino 
	
	
	
	
	
	

	Not Hispanic or Latino 
	
	
	
	
	
	

	Total
	
	
	
	
	
	

	Racial Category (single category per participant) (Additional categories, if applicable)
	N
	%
	N
	%
	Total
	%

	White 
	
	
	
	
	
	

	Black or African American 
	
	
	
	
	
	

	Asian
	
	
	
	
	
	

	Other 
	
	
	
	
	
	

	Total 
	
	
	
	
	
	

	Age at Enrollment Category (as applicable)
	N
	%
	N
	%
	Total
	%

	18 − 21 years 
	
	
	
	
	
	

	22 − 29 years 
	
	
	
	
	
	

	30 − 39 years 
	
	
	
	
	
	

	40 − 49 years 
	
	
	
	
	
	

	50 − 59 years 
	
	
	
	
	
	

	Total 
	
	
	
	
	
	



[bookmark: _Toc426726760][bookmark: _Toc427057178]Table 4. Status of Enrolled Participants
	Total Enrollment 
	

	Total Completed Treatment 
	

	On Study
	

		On treatment 
	

		Completed treatment 
	

		Off treatment early 
	

	Terminated Study Early 
	

		Completed treatment 
	

		Off treatment early 
	

	Completed Protocol Follow−up 
	

		Completed 12 month follow up
	

		Lost to follow up 
	

	Termination associated with an adverse experience 
	



[bookmark: _Toc219185021][bookmark: _Toc426725644][bookmark: _Toc426969113][bookmark: _Toc426969152][bookmark: _Toc426969411][bookmark: _Toc426969444][bookmark: _Toc426969476][bookmark: _Toc426969508][bookmark: _Toc426969541][bookmark: _Toc426969574][bookmark: _Toc426987480][bookmark: _Toc426987608][bookmark: _Toc426987668][bookmark: _Toc426987738][bookmark: _Toc300558443][bookmark: _Toc300558881]Brief Description of Study Results  
[bookmark: _Toc426725645]Provide a brief description of study results as suggested in the examples below:

Subject enrollment information- Completion date when all the xx subjects were enrolled: date [(xx-(Month)-xx-(Date)- xxxx (Year)]. 

Brief description of study progression- (Some suggested scenarios below): 

Scenario 1: A comprehensive DSMB review was conducted after the first 17 subjects were enrolled; no concerns were raised, and the DSMB recommended that we continue the study. 

Scenario 2: The DSMB placed the study on temporary hold for 2 days, after a third subject was reported to have a deep venous thrombosis.  Of note, one of these 3 subjects was subsequently found to have been erroneously diagnosed with a thrombosis.  The DSMB performed an unblinded review, and then recommended that enrollment resume.  

A second comprehensive DSMB report was submitted on (xx-(Month)-xx-(Date)- xxxx (Year).  

Scenario 3: Due to a family crisis, our biostatistician had to reduce her workload, and subsequently had to resign from the study.  We therefore obtained approval to work with a new biostatistical group.

[bookmark: _Toc219185022][bookmark: _Toc300558446][bookmark: _Toc300558884]Any additional information on study progression (as needed)- Example: Our results thus far are summarized in the following abstracts that have been accepted for presentation at the xxxxx Society meeting, in xx (month) /xxxx (year).
[bookmark: _Toc426725646][bookmark: _Toc426969114][bookmark: _Toc426969153][bookmark: _Toc426969412][bookmark: _Toc426969445][bookmark: _Toc426969477][bookmark: _Toc426969509][bookmark: _Toc426969542][bookmark: _Toc426969575][bookmark: _Toc426987481][bookmark: _Toc426987609][bookmark: _Toc426987669][bookmark: _Toc426987739]Summary Information
[bookmark: _Toc219185023][bookmark: _Toc426725647][bookmark: _Toc426969115][bookmark: _Toc426969154][bookmark: _Toc426969413][bookmark: _Toc426969446][bookmark: _Toc426969478][bookmark: _Toc426969510][bookmark: _Toc426969543][bookmark: _Toc426969576][bookmark: _Toc426987482][bookmark: _Toc426987610][bookmark: _Toc426987670][bookmark: _Toc426987740]Adverse Events (as applicable): 
Frequent and Serious
Information may be provided using a narrative or tabular format
[bookmark: _Toc426725656][bookmark: _Toc426969116][bookmark: _Toc426969155][bookmark: _Toc426969414][bookmark: _Toc426969447][bookmark: _Toc426969479][bookmark: _Toc426969511][bookmark: _Toc426969544][bookmark: _Toc426969577][bookmark: _Toc426987483][bookmark: _Toc426987611][bookmark: _Toc426987671][bookmark: _Toc426987741]Adverse Events:
Adverse events by time of dose administration- Information may be provided using a narrative or tabular format as suggested below

[bookmark: _Toc426726762][bookmark: _Toc427057179]Table 5. Adverse events by time of dose administration

	Event (Examples)
	
	
	Pre-Dose 1
	Post-Dose 1
	Any Time

	Cardiac arrhythmia
	
	
	
	
	

	Disseminated intravascular coagulation
	
	
	
	
	

	Hypertension
	
	
	
	
	

	Hypotension
	
	
	
	
	

	Elevated liver enzyme (ALT >100 IU/L)
	
	
	
	
	

	Meningitis
	
	
	
	
	

	Persistent pulmonary hypertension requiring NO and FiO2 > 50%
	
	
	
	
	

	Platelet count < 100000 per microL
	
	
	
	
	

	Renal dysfunction (serum creatinine >1.5)
	
	
	
	
	

	Sepsis
	
	
	
	
	

	Sinovenous thrombosis (SVT)
	
	
	
	
	

	Polycythemia
	
	
	
	
	

	Cardiopulmonary decompensation
	
	
	
	
	

	Other
	
	
	
	
	

	Total adverse events (A)
	
	
	
	
	

	Total patients with adverse events (n)
	
	
	
	
	

	Total patients (N)
	
	
	
	
	

	Rate of adverse events (A/N)
	
	
	
	
	

	% of patients with Adverse events (n/N x 100)
	
	
	
	
	


[bookmark: _Toc426969117][bookmark: _Toc426969156][bookmark: _Toc426969415][bookmark: _Toc426969448][bookmark: _Toc426969480][bookmark: _Toc426969512][bookmark: _Toc426969545][bookmark: _Toc426969578][bookmark: _Toc426987484][bookmark: _Toc426987612][bookmark: _Toc426987672][bookmark: _Toc426987742]Serious Adverse Events (if any SAEs encountered, use the format below.  If there were no SAEs, please state- “There were no serious adverse events”): 
[bookmark: _Toc426725648][bookmark: _Toc426969118][bookmark: _Toc426969157][bookmark: _Toc426969416][bookmark: _Toc426969449][bookmark: _Toc426969481][bookmark: _Toc426969513][bookmark: _Toc426969546][bookmark: _Toc426969579]
There were xx total SAEs that occurred in xx subjects; suggested examples below:
[bookmark: _Toc426725649][bookmark: _Toc426969119][bookmark: _Toc426969158][bookmark: _Toc426969417][bookmark: _Toc426969450][bookmark: _Toc426969482][bookmark: _Toc426969514][bookmark: _Toc426969547][bookmark: _Toc426969580]SAE					N
[bookmark: _Toc426725650][bookmark: _Toc426969120][bookmark: _Toc426969159][bookmark: _Toc426969418][bookmark: _Toc426969451][bookmark: _Toc426969483][bookmark: _Toc426969515][bookmark: _Toc426969548][bookmark: _Toc426969581]Deaths 				7 
[bookmark: _Toc426725651][bookmark: _Toc426969121][bookmark: _Toc426969160][bookmark: _Toc426969419][bookmark: _Toc426969452][bookmark: _Toc426969484][bookmark: _Toc426969516][bookmark: _Toc426969549][bookmark: _Toc426969582]Renal vein thrombosis			1
[bookmark: _Toc426725652][bookmark: _Toc426969122][bookmark: _Toc426969161][bookmark: _Toc426969420][bookmark: _Toc426969453][bookmark: _Toc426969485][bookmark: _Toc426969517][bookmark: _Toc426969550][bookmark: _Toc426969583]Multiple venous thromboses		1 (brachiocephalic veins and portal vein thromboses)
[bookmark: _Toc426725653][bookmark: _Toc426969123][bookmark: _Toc426969162][bookmark: _Toc426969421][bookmark: _Toc426969454][bookmark: _Toc426969486][bookmark: _Toc426969518][bookmark: _Toc426969551][bookmark: _Toc426969584]Sinovenous thrombosis		1 (Later found to be erroneous diagnosis)
[bookmark: _Toc426725654][bookmark: _Toc426969124][bookmark: _Toc426969163][bookmark: _Toc426969422][bookmark: _Toc426969455][bookmark: _Toc426969487][bookmark: _Toc426969519][bookmark: _Toc426969552][bookmark: _Toc426969585][bookmark: _Toc426987485]Cardiopulmonary arrest		1 (within 2 hours of study drug administration)

[bookmark: _Toc426725655][bookmark: _Toc426969125][bookmark: _Toc426969164][bookmark: _Toc426969423][bookmark: _Toc426969456][bookmark: _Toc426969488][bookmark: _Toc426969520][bookmark: _Toc426969553][bookmark: _Toc426969586][bookmark: _Toc426987486]The DSMB placed the study on temporary hold after 3 patients developed venous thromboses.  The DSMB reviewed these cases in an unblinded fashion, receiving treatment allocation data from the biostatistician.  The DSMB also received information from…….After this careful DSMB review, we were allowed to resume study enrollment. 

[bookmark: _Toc426726761][bookmark: _Toc427057180]Table 6. Summary of Serious Adverse Events (other than death).
	SID
	Site
	SAE  Age
	Category
	Description
	Related to study drug
	Outcome
	Ongoing

	1015
	Institution
	4 days
	Venous
 thrombosis
	Sinovenous thrombosis initially suspected by site neuroradiologist. On subsequent review, the study neuroradiologist did not find MRI evidence of SVT. Doppler studies revealed normal flow.
	Possibly
	Resolved
	No

	2007
	Institution
	1 day
	Cardiopulm
arrest
	Apnea and bradycardia requiring PPV and cardiac compressions, within 2 hours of study drug.  Patient deeply sedated (phenobarbital and morphine drip), and went on to become intubated 8 hours after this event. 
	Unlikely
	Resolved
	No

	2007
	Institution
	6 days
	Venous thrombosis
	Renal vein thrombosis seen via ……...
	Possibly 
	Resolved
	No
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IND Final Report
1
[bookmark: _Toc219185024][bookmark: _Toc426725657][bookmark: _Toc426969126][bookmark: _Toc426969165][bookmark: _Toc426969424][bookmark: _Toc426969457][bookmark: _Toc426969489][bookmark: _Toc426969521][bookmark: _Toc426969554][bookmark: _Toc426969587][bookmark: _Toc426987487][bookmark: _Toc426987613][bookmark: _Toc426987673][bookmark: _Toc426987743]Summary of IND Safety Reports (likely scenarios)

Scenario 1:
[bookmark: id.f42c8b8556a5]During this reporting period, no serious adverse experiences resulted in the submission of an IND Safety Report in the XXXXXX study.
Scenario 2:
[bookmark: id.af91bf74e557][bookmark: id.4a29820e3054]During this reporting period, a total of # SAEs resulted in the submission of an IND Safety Report.  # follow-up Safety Reports (Serial No. ###;mm/dd/yy) was/were also submitted.
[bookmark: _Toc300558447][bookmark: _Toc300558885][bookmark: _Toc426725658][bookmark: _Toc426969127][bookmark: _Toc426969166][bookmark: _Toc426969425][bookmark: _Toc426969458][bookmark: _Toc426969490][bookmark: _Toc426969522][bookmark: _Toc426969555][bookmark: _Toc426969588][bookmark: _Toc426987488][bookmark: _Toc426987614][bookmark: _Toc426987674][bookmark: _Toc426987744][bookmark: id.a001cf16c9c8]Study Subject Deaths (likely scenarios)
Scenario 1:
List all research subjects (by study title, subject initials and corresponding subject code number) who died while participating in the clinical study (studies) of the investigational drug; i.e., whether or not the death was thought to be related to the investigational drug.  Indicate the cause of death for each listed research subject. 


Optional: Summarize patient deaths in a Table as shown in the example below- 

[bookmark: _Toc426726763][bookmark: _Toc427057181]Table 7. Summary of Deaths (Provided as example)
	ID
	Site
	Severity 

	Withdrew
Support
	Brief Summary
	Related to 
study drug

	2003
	Institution
	Moderate
	Yes
	HIE, presumed sepsis, meconium aspiration and PPHN, DIC and pulmonary hemorrhage.  Decision to withdraw support due to critical medical condition.
	Unrelated

	2004
	Institution
	Moderate
	Yes
	HIE, placental abruption, meconium aspiration and PPHN.  Course complicated by severe anemia, DIC, pulmonary hemorrhage.  Decision to withdraw support due to critical medical condition.
	Unrelated

	4005
	Institution
	Severe
	Yes
	HIE, EEG with severely attenuated background, MRI showed diffuse brain injury involving both hemispheres and brainstem.  Multi-organ failure.  Decision to withdraw support due to critical condition and poor neurologic prognosis. 
	Unrelated

	
	
	
	
	
	


[bookmark: id.95341da63dcf][bookmark: _Toc219185026][bookmark: _Toc426725659][bookmark: _Toc426969128][bookmark: _Toc426969167][bookmark: _Toc426969426][bookmark: _Toc426969459][bookmark: _Toc426969491][bookmark: _Toc426969523][bookmark: _Toc426969556][bookmark: _Toc426969589][bookmark: _Toc426987489][bookmark: _Toc426987615][bookmark: _Toc426987675][bookmark: _Toc426987745]
Scenario 2:
If no research subjects died while participating in clinical studies of the investigational drug, state this. “No patient deaths were reported for the XXXXXX study during this reporting period”.

Study Subject Dropouts Resulting from Adverse Drug Experiences (likely scenarios)

Scenario 1: 
[bookmark: id.a912cd2df273]No subjects were discontinued prematurely from the XXXXXX study due to an adverse event during this reporting period.

Scenario 2:
A summary of subjects who were discontinued prematurely from the XXXXXX study due to an adverse event is presented in Table X.
[bookmark: _Toc426726764][bookmark: _Toc427057182]Table 8. Summary of Drop-Outs
	Patient ID
	Dose Level/
Regimen
	Date of Randomization
	Date of First Dose
	Date of Discontinuation
	Cause of Discontinuation

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	


[bookmark: id.bbcf3d2d0ea2]
2.5 [bookmark: _Toc300558449][bookmark: _Toc300558887][bookmark: _Toc426725660][bookmark: _Toc426969129][bookmark: _Toc426969168][bookmark: _Toc426969427][bookmark: _Toc426969460][bookmark: _Toc426969492][bookmark: _Toc426969524][bookmark: _Toc426969557][bookmark: _Toc426969590][bookmark: _Toc426987490][bookmark: _Toc426987616][bookmark: _Toc426987676][bookmark: _Toc426987746]Understanding of the Drug’s Action (likely scenarios)
Scenario 1:
[bookmark: id.ff0f9b5da54c]No new information regarding the action of DRUG name has been obtained during this reporting period.

Scenario 2:
Sponsor-Investigator is authorized by DRUG manufacturer to reference the following NDAs and IND for information related to the mechanism of action of the drug products referred to in IND XX,XXX:
NDA YY-YYY, DRUG Trade Name® (generic name) 250 mg Tablets
IND ZZ,ZZZ – Antibiotic Oral 
[bookmark: id.eab1be3998d2]
[bookmark: _Toc300558450][bookmark: _Toc300558888][bookmark: _Toc426725661][bookmark: _Toc426969130][bookmark: _Toc426969169][bookmark: _Toc426969428][bookmark: _Toc426969461][bookmark: _Toc426969493][bookmark: _Toc426969525][bookmark: _Toc426969558][bookmark: _Toc426969591][bookmark: _Toc426987491][bookmark: _Toc426987617][bookmark: _Toc426987677][bookmark: _Toc426987747][bookmark: id.c2564826b9f2]List of Preclinical Studies (likely scenarios)
Scenario 1:
No preclinical studies were completed or in progress with DRUG name under the IND during this reporting period.

Scenario 2:
[bookmark: id.eb30d9fc0191][Number- xx] preclinical studies were completed/are ongoing with DRUG name during this reporting period.  They are summarized in Table X.
[bookmark: _Toc300558451][bookmark: _Toc300558889][bookmark: _Toc426725662][bookmark: _Toc426969131][bookmark: _Toc426969170][bookmark: _Toc426969429][bookmark: _Toc426969462][bookmark: _Toc426969494][bookmark: _Toc426969526][bookmark: _Toc426969559][bookmark: _Toc426969592][bookmark: _Toc426987492][bookmark: _Toc426987618][bookmark: _Toc426987678][bookmark: _Toc426987748][bookmark: id.c809eb186e72]Summary of Manufacturing or Microbiological Changes (likely scenarios) 
Scenario 1:
No Changes
 
Scenario 2:
Sponsor-Investigator is authorized by DRUG manufacturer to reference the following NDAs and IND for information related to the manufacturing of the drug products referred to in IND XX,XXX:
NDA YY-YYY, DRUG Trade Name® (generic name) 250 mg Tablets
[bookmark: id.e66decc6fd9e]IND ZZ,ZZZ – Antibiotic Oral 
[bookmark: _Toc219185030][bookmark: _Toc426725663][bookmark: _Toc426969132][bookmark: _Toc426969171][bookmark: _Toc426969430][bookmark: _Toc426969463][bookmark: _Toc426969495][bookmark: _Toc426969527][bookmark: _Toc426969560][bookmark: _Toc426969593][bookmark: _Toc426987493][bookmark: _Toc426987619][bookmark: _Toc426987679][bookmark: _Toc426987749]General Investigational Plan
[bookmark: _Toc219185031][bookmark: _Toc426725664][bookmark: _Toc426969133][bookmark: _Toc426969172][bookmark: _Toc426969431][bookmark: _Toc426969464][bookmark: _Toc426969496][bookmark: _Toc426969528][bookmark: _Toc426969561][bookmark: _Toc426969594][bookmark: _Toc426987494][bookmark: _Toc426987620][bookmark: _Toc426987680][bookmark: _Toc426987750]Brief Description of the Overall Investigational Plan
Include information on 
· Completion of subject enrollment [(xx-(Month)-xx-(Date)- xxxx (Year)]
· Completion of study visits [(xx-(Month)-xx-(Date)- xxxx (Year)]
· Trial database management (briefly describe process, system)
· Any manuscript in development and anticipated completion [xx (month) /xxxx (year)]
[bookmark: _Toc219185032][bookmark: _Toc426725665][bookmark: _Toc426969134][bookmark: _Toc426969173][bookmark: _Toc426969432][bookmark: _Toc426969465][bookmark: _Toc426969497][bookmark: _Toc426969529][bookmark: _Toc426969562][bookmark: _Toc426969595][bookmark: _Toc426987495][bookmark: _Toc426987621][bookmark: _Toc426987681][bookmark: _Toc426987751][bookmark: _Toc300558453][bookmark: _Toc300558891]Rationale
The rationale for studying  (provide study description here) is (Follow the logic from the example below):

1 Pre-clinical studies of hypoxic-ischemic brain injury suggest that drug (name) is an effective neuroprotective agent that is safe, and improves histologic and neurologic outcomes.
2 There are xx (number) of clinical trials that have been published suggesting ………(mention the outcomes). Both studies were small and performed outside of the United States.
3 xxxxx is a safe drug that is used routinely to treat ………. (name the indication)
[bookmark: _Toc219185033][bookmark: _Toc426725666][bookmark: _Toc426969135][bookmark: _Toc426969174][bookmark: _Toc426969433][bookmark: _Toc426969466][bookmark: _Toc426969498][bookmark: _Toc426969530][bookmark: _Toc426969563][bookmark: _Toc426969596][bookmark: _Toc426987496][bookmark: _Toc426987622][bookmark: _Toc426987682][bookmark: _Toc426987752]Indication(s) to be Studied
Provide description here.
[bookmark: _Toc219185034][bookmark: _Toc426725667][bookmark: _Toc426969136][bookmark: _Toc426969175][bookmark: _Toc426969434][bookmark: _Toc426969467][bookmark: _Toc426969499][bookmark: _Toc426969531][bookmark: _Toc426969564][bookmark: _Toc426969597][bookmark: _Toc426987497][bookmark: _Toc426987623][bookmark: _Toc426987683][bookmark: _Toc426987753]Planned Clinical Trials
No additional clinical trials are planned under this IND
[bookmark: _Toc219185035][bookmark: _Toc426725668][bookmark: _Toc426969137][bookmark: _Toc426969176][bookmark: _Toc426969435][bookmark: _Toc426969468][bookmark: _Toc426969500][bookmark: _Toc426969532][bookmark: _Toc426969565][bookmark: _Toc426969598][bookmark: _Toc426987498][bookmark: _Toc426987624][bookmark: _Toc426987684][bookmark: _Toc426987754]Estimated Number of Subjects
Mention the total number of subjects enrolled for this trial. 
[bookmark: _Toc219185036][bookmark: _Toc426725669][bookmark: _Toc426969138][bookmark: _Toc426969177][bookmark: _Toc426969436][bookmark: _Toc426969469][bookmark: _Toc426969501][bookmark: _Toc426969533][bookmark: _Toc426969566][bookmark: _Toc426969599][bookmark: _Toc426987499][bookmark: _Toc426987625][bookmark: _Toc426987685][bookmark: _Toc426987755]Anticipated Risks
NONE
[bookmark: _Toc219185037][bookmark: _Toc426725670][bookmark: _Toc426969139][bookmark: _Toc426969178][bookmark: _Toc426969437][bookmark: _Toc426969470][bookmark: _Toc426969502][bookmark: _Toc426969534][bookmark: _Toc426969567][bookmark: _Toc426969600][bookmark: _Toc426987500][bookmark: _Toc426987626][bookmark: _Toc426987686][bookmark: _Toc426987756]Investigator Brochure (use the likely scenarios below provided as examples that may closely apply to your study) 
Scenario 1:
No changes  (see appendix for Package Insert) 

Scenario 2:
The prescribing information for DRUG (name) is serving the function of an Investigator Brochure for study under the IND XXXXXX.  This information was most recently revised in xx (month) xxxx year.
[bookmark: _Toc219185038][bookmark: _Toc426725671][bookmark: _Toc426969140][bookmark: _Toc426969179][bookmark: _Toc426969438][bookmark: _Toc426969471][bookmark: _Toc426969503][bookmark: _Toc426969535][bookmark: _Toc426969568][bookmark: _Toc426969601][bookmark: _Toc426987501][bookmark: _Toc426987627][bookmark: _Toc426987687][bookmark: _Toc426987757][bookmark: _Toc300558455][bookmark: _Toc300558893]Protocol Modifications (use the likely scenarios below provided as examples that may closely apply to your study)
Scenario 1:
There have been no modifications to the protocol version that was approved by the FDA on xx-(Month)-xx-(Date)- xxxx (Year). 

Scenario2:
The original IND xxxxxx was approved on xx-(Month)-xx-(Date)- xxxx (Year), to perform a phase x study.  Following successful completion of the phase I trial, we submitted FDA amendments to perform the current phase II study called “xxxxxx” (Abbreviated study title). The xxxxx study protocol was approved by the IRB on xx-(Month)-xx-(Date)- xxxx (Year), and we began patient enrollment in xx-(Month)-xx-(Date)- xxxx (Year). On xx-(Month)-xx-(Date)- xxxx (Year), we informed the FDA that patient enrollment had begun and that we would continue to submit our annual IND report each year on xx-(Month)-xx-(Date).
[bookmark: _Toc219185039][bookmark: _Toc426725672][bookmark: _Toc426969141][bookmark: _Toc426969180][bookmark: _Toc426969439][bookmark: _Toc426969472][bookmark: _Toc426969504][bookmark: _Toc426969536][bookmark: _Toc426969569][bookmark: _Toc426969602][bookmark: _Toc426987502][bookmark: _Toc426987628][bookmark: _Toc426987688][bookmark: _Toc426987758]Foreign Marketing Developments
Not Applicable.
[bookmark: _Toc219185040][bookmark: _Toc426725673]
[bookmark: _Toc426969142][bookmark: _Toc426969181][bookmark: _Toc426969440][bookmark: _Toc426969473][bookmark: _Toc426969505][bookmark: _Toc426969537][bookmark: _Toc426969570][bookmark: _Toc426969603][bookmark: _Toc426987503][bookmark: _Toc426987629][bookmark: _Toc426987689][bookmark: _Toc426987759]Outstanding Business with Respect to IND (use the likely scenario below provided as examples that may closely apply to your study) 
Scenario 1:
If desired, include a log of any outstanding business with respect to the IND for which the investigator-sponsor requests or expects a reply or comment from, or a meeting with, the FDA. 

Scenario2:
[bookmark: id.d1ef6f9babcf][bookmark: id.43f074c6a44c]There is no outstanding business for which the FDA expects a reply, comment, or meeting.
[bookmark: _Toc426969143][bookmark: _Toc426969182][bookmark: _Toc426969441][bookmark: _Toc426969474][bookmark: _Toc426969506][bookmark: _Toc426969538][bookmark: _Toc426969571][bookmark: _Toc426969604][bookmark: _Toc426987504][bookmark: _Toc426987630][bookmark: _Toc426987690][bookmark: _Toc426987760]
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