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List of Abbreviations 

Abbreviation Definition 
ADE Adverse Device Effect 
AE Adverse Event 
AESI Adverse Event of Special Interest 
BMI Body Mass Index 
CI Confidence Interval 
CSE Clinically Significant Event (CSE) 
CSR Clinical Study Report 
CTDB Clinical Trial Database 
ECG Electrocardiogram 
eCRF Electronic Case Report Form 
FAS Full Analysis Set 
FN False Negative 
FP False Positive 
FPR False Positive Rate 
FR- Folate Receptor Negative 
FR+ Folate Receptor Positive 

  
  

ICF Informed Consent Form 
MedDRA Medical Dictionary for Regulatory Activities 

  
NIR Near Infrared  
PPAS Per Protocol Analysis Set 
SAE Serious Adverse Event 
SAP Statistical Analysis Plan 
SD Standard Deviation 
SfAS Safety Analysis Set 
TBR Tumor to Background Ratios 
TEAE Treatment Emergent Adverse Event 
TN True Negative 
TP True Positive 
TPR True Positive Rate 
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experiencing any treatment-emergent AE will also be provided. All percentages will use the 
number of subjects in the SfAS set as the denominator. An exception will be the presentation of 
ADEs which will use all subjects undergoing fluorescent light imaging as the denominator. If a 
subject has more than one AE within a system organ class, the subject will be counted only once 
in that system organ class. If a subject has more than 1 AE that codes to the same preferred term, 
the subject will be counted only once for that preferred term. 

Treatment-emergent AEs will also be summarized by the maximum relationship to study drug as 
determined by the Principal Investigator as well as the maximum severity of the event. Relationship 
to study drug will be scored as Related, Possibly Related, or Not Related. Related AEs will be 
classified as those scored as Related or Possibly Related. Severity will be rated as per CTCAE 
v5.0: 

• Grade 1 Mild; asymptomatic or mild symptoms; clinical or diagnostic observations only; 
intervention not indicated. 

• Grade 2 Moderate; minimal, local or noninvasive intervention indicated. 

• Grade 3 Severe or medically significant but not immediately life-threatening; 
hospitalization or prolongation of hospitalization indicated; disabling;  

• Grade 4 Life-threatening consequences; urgent intervention indicated. 

•  Grade 5 Death related to AE 

If a subject experiences more than 1 AE within system organ class or preferred term, that subject 
will be counted only once for that event under the maximum severity or most related category 
within the relevant category. In the event that the relationship to study drug or the severity of the 
event is missing, for tabulation purposes the maximum relationship will be assumed, and a Grade 
3 (Severe) level of severity will be assumed.  

Adverse Events of Special Interest (AESIs) will be captured and analyzed.  An AESI is defined as an 
infusion related reaction and will be identified through the following mechanisms to include all AEs 
that meet the following criteria:  
 

  AE that are not considered procedural in nature (Procedural complications and 
administration related problems will be excluded and defined as any AE with a preferred 
term of “procedural complication” or “infusion site discomfort” will be excluded.)  

 
AND meets at least one of the following:  
 

• AE that resulted in interruption of study drug infusion in the study drug administration data 
(study drug administration CRF; was infusion interrupted = yes; reason for interruption = 
AE)  
• AE that resulted in study drug interruption or study drug withdrawal in the AE data (all AEs 
with an action taken with study drug =drug interrupted, or drug withdrawn)  
• AE that started during the study drug infusion as per the recoded start time (AEs with a start 
date of Study Day 1 AND a start TIME within the infusion window as defined as start time > 
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infusion start time and ≤ infusion stop time; AEs that have the same start time as the study 
drug infusion will not be counted)  
• AE presumed to start during the study drug infusion as per the recorded start/stop dates and 
assigned relatedness (AEs without a recorded start time, that have both a start date and stop 
date of Study Day 1, and are indicated as Related or Possibly Related for their relationship to 
OTL38 Infusion)  
 AE that started during the study drug infusion as per the recoded start time which abate 

after infusion being stopped or reduced. 

Incidence of TEAEs will be summarized by age group, race, and gender if there are sufficient 
numbers of subjects within these subgroups. Otherwise only line listings will be provided. 

All AEs will be presented in data listings for subjects. If required, the line listings will distinguish 
between adverse events occurring after signing the ICF but prior to exposure to study drug, and 
TEAEs. If a partial date was imputed, the line listings will include both the observed and imputed 
date. Imputations for missing relationships and severities of AEs will not be included in the line 
listings. 

14.4 Deaths, Serious Adverse Events and Adverse Events 
Treatment-emergent serious AEs (SAEs), TEAEs leading to early study withdrawal, and TEAEs 
resulting in death (included in the serious definition) will be summarized for all subjects in the 
SfAS. Summary tables will reflect the number and percentage of subjects experiencing at least 1 
TEAE in each system organ class and preferred term within each AE subset (serious, leading to 
early study withdrawal, or death). In addition, the number of subjects experiencing any TEAE in 
the respective subset will be reported. 

Adverse events leading to early study withdrawal, AEs resulting in death, and SAEs will also be 
presented in data listings. 

14.5 Clinical Laboratory Evaluations 
The analysis of laboratory parameters will include descriptive statistics for the baseline and all 
post-baseline visits as well as the changes from baseline at each visit. Baseline distributions and 
shifts from baseline to each post-baseline study visit for categorical lab parameters will also be 
provided. Where relevant, as noted above, changes from baseline summaries will include a 
change from screening to pre-infusion. 

Urinalysis data will not be summarized but will be provided in a data listing. For all relevant 
laboratory data, values above or below normal limits will be flagged along with the direction of 
abnormality in line listings. 

14.6 Vital Signs, Physical Exams and ECGs 
The analysis of vital signs and physical exams will be summarized via descriptive statistics similar 
to that described above for clinical laboratory evaluations. Vital signs and physical exams will 
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