Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM A
(N=30)

System Organ d ass

Preferred Term Mld Mod* * Severe
Al System Organ Cl asses

Al'l Adverse Events 22 ( 73.3%9 8 ( 26.79% 0( 0.09%
CGastrointestinal disorders

Cheilitis 0( 0.0% 0( 0.0% 0( 0.0%

Di arrhoea 1( 3.3% 0( 0.0% 0( 0.0%

St omach Di sconfort 1( 3.3% 0( 0.0% 0( 0.09%

Toot hache 1( 3.3% 0( 0.0% 0( 0.09%
CGeneral disorders and administration site conditions

Application Site Erythena 0( 0.09% 0( 0.0% 0( 0.09%

I nfluenza Like Illness 0( 0.09% 0( 0.0% 0( 0.09%
Hepat obi liary di sorders

Gal | bl adder Di sorder 0( 0.09% 0( 0.0% 0( 0.09%
I nfections and infestations

Bronchitis 0( 0.09% 0( 0.0% 0( 0.0%

Nai | Infection 0( 0.0% 0( 0.0% 0( 0.0%

Par onychi a 0( 0.09% 0( 0.0% 0( 0.09%

Rash Pust ul ar 1( 3.3% 0( 0.0% 0( 0.09%

Respiratory Tract Infection 1( 3.3% 0( 0.0% 0( 0.09%

Rhinitis 0( 0.0% 1( 3.3% 0( 0.0%

Sinusitis 0( 0.09% 0( 0.0% 0( 0.09%

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM B
(N=19)

System Organ d ass

Preferred Term Mld Mod* * Severe
Al System Organ Cl asses

Al'l Adverse Events 9 ( 47.4% 10 ( 52.6% 0( 0.09%
CGastrointestinal disorders

Cheilitis 0( 0.0% 1( 5.39% 0( 0.0%

Di arrhoea 0( 0.09% 0( 0.0% 0( 0.0%

St omach Di sconfort 0( 0.09% 0( 0.0% 0( 0.09%

Toot hache 0( 0.09% 0( 0.0% 0( 0.09%
CGeneral disorders and administration site conditions

Application Site Erythena 1( 53% 0( 0.0% 0( 0.09%

I nfluenza Like Illness 0( 0.09% 0( 0.0% 0( 0.09%
Hepat obi liary di sorders

Gal | bl adder Di sorder 0( 0.09% 1( 539% 0( 0.09%
I nfections and infestations

Bronchitis 0( 0.09% 0( 0.0% 0( 0.0%

Nai | Infection 0( 0.0% 0( 0.0% 0( 0.0%

Par onychi a 0( 0.09% 1( 539 0( 0.09%

Rash Pust ul ar 0( 0.09% 0( 0.0% 0( 0.09%

Respiratory Tract Infection 0( 0.09% 0( 0.0% 0( 0.09%

Rhinitis 0( 0.0% 0( 0.0% 0( 0.0%

Sinusitis 1( 53% 0( 0.0% 0( 0.09%

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM C
(N=10)

System Organ d ass

Preferred Term Mld Mod* * Severe
Al System Organ Cl asses

Al'l Adverse Events 4 ( 40.0% 6 ( 60.09% 0( 0.09%
CGastrointestinal disorders

Cheilitis 0( 0.0% 0( 0.0% 0( 0.0%

Di arrhoea 0( 0.09% 0( 0.0% 0( 0.0%

St omach Di sconfort 0( 0.09% 0( 0.0% 0( 0.09%

Toot hache 0( 0.09% 0( 0.0% 0( 0.09%
CGeneral disorders and administration site conditions

Application Site Erythena 0( 0.09% 0( 0.0% 0( 0.09%

I nfluenza Like Illness 1 ( 10.0% 0( 0.0% 0( 0.09%
Hepat obi liary di sorders

Gal | bl adder Di sorder 0( 0.09% 0( 0.0% 0( 0.09%
I nfections and infestations

Bronchitis 0( 0.09% 2 ( 20.09% 0( 0.0%

Nai | Infection 0( 0.09% 1 ( 10.09% 0( 0.09%

Par onychi a 0( 0.09% 0( 0.0% 0( 0.09%

Rash Pust ul ar 0( 0.09% 0( 0.0% 0( 0.09%

Respiratory Tract Infection 0( 0.09% 0( 0.0% 0( 0.09%

Rhinitis 0( 0.0% 0( 0.0% 0( 0.0%

Sinusitis 0( 0.09% 0( 0.0% 0( 0.09%

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1

Ti me Confi denti al Page 3 of 12



Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM D
(N=16)

System Organ d ass

Preferred Term Mld Mod* * Severe
Al System Organ Cl asses

Al'l Adverse Events 7 ( 43.8% 8 ( 50.0% 1( 6.29
CGastrointestinal disorders

Cheilitis 0( 0.0% 0( 0.0% 0( 0.0%

Di arrhoea 0( 0.09% 0( 0.0% 0( 0.0%

St omach Di sconfort 0( 0.09% 0( 0.0% 0( 0.09%

Toot hache 0( 0.09% 0( 0.0% 0( 0.09%
CGeneral disorders and administration site conditions

Application Site Erythena 0( 0.09% 0( 0.0% 0( 0.09%

I nfluenza Like Illness 0( 0.09% 0( 0.0% 0( 0.09%
Hepat obi liary di sorders

Gal | bl adder Di sorder 0( 0.09% 0( 0.0% 0( 0.09%
I nfections and infestations

Bronchitis 0( 0.09% 0( 0.0% 0( 0.0%

Nai | Infection 0( 0.0% 0( 0.0% 0( 0.0%

Par onychi a 0( 0.09% 0( 0.0% 0( 0.09%

Rash Pust ul ar 0( 0.09% 0( 0.0% 0( 0.09%

Respiratory Tract Infection 0( 0.09% 0( 0.0% 0( 0.09%

Rhinitis 0( 0.0% 0( 0.0% 0( 0.0%

Sinusitis 0( 0.09% 1( 6.29 0( 0.09%

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM A
(N=30)
System Organ d ass
Preferred Term MIld Mod* * Severe
Ti nea Pedis 0( 0.09% 0( 0.0% 0( 0.09%
Upper Respiratory Fungal Infection 0( 0.0% 1( 3.3% 0( 0.0%
Upper Respiratory Tract Infection 1( 3.3% 0( 0.0% 0( 0.09%
Uinary Tract Infection 0( 0.09% 0( 0.0% 0( 0.09%
Wund I nfection 0( 0.0% 1( 3.3% 0( 0.0%
[ njury, poisoning and procedural conplications
Fal | 0( 0.0% 0( 0.0% 0( 0.0%
Heat Cranps 1( 3.3% 0( 0.0% 0( 0.09%
Miscl e Injury 0( 0.09% 0( 0.0% 0( 0.09%
Procedural Pain 0( 0.09% 1( 3.39% 0( 0.09%
I nvestigations
Bl ood Pot assi um Decr eased 0( 0.09% 1( 3.39% 0( 0.09%
Bl ood Triglycerides Increased 1( 3.3% 0( 0.0% 0( 0.09%
Vitam n D Decreased 1( 3.3% 0( 0.0% 0( 0.09%
Miscul oskel etal and connective tissue disorders
Back Pain 0( 0.0% 0( 0.0% 0( 0.0%
Joint Swelling 0( 0.0% 1( 3.3% 0( 0.0%
MWal gi a 0( 0.0% 1( 3.3% 0( 0.0%
Pain In Extrenity 1( 3.39% 0( 0.0% 0( 0.0%

Nervous system di sorders

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM B
(N=19)
System Organ d ass
Preferred Term MIld Mod* * Severe
Ti nea Pedis 0( 0.09% 0( 0.0% 0( 0.09%
Upper Respiratory Fungal Infection 0( 0.0% 0( 0.0% 0( 0.0%
Upper Respiratory Tract Infection 2 ( 10.5% 0( 0.0% 0( 0.09%
Uinary Tract Infection 0( 0.09% 2 ( 10.59% 0( 0.09%
Wund I nfection 0( 0.0% 0( 0.0% 0( 0.0%
[ njury, poisoning and procedural conplications
Fal | 1( 539% 0( 0.0% 0( 0.0%
Heat Cranps 0( 0.09% 0( 0.0% 0( 0.09%
Miscl e Injury 0( 0.09% 0( 0.0% 0( 0.09%
Procedural Pain 0( 0.09% 0( 0.0% 0( 0.09%
I nvestigations
Bl ood Pot assi um Decr eased 0( 0.09% 0( 0.0% 0( 0.09%
Bl ood Triglycerides Increased 0( 0.09% 0( 0.0% 0( 0.09%
Vitam n D Decreased 0( 0.09% 0( 0.0% 0( 0.09%
Miscul oskel etal and connective tissue disorders
Back Pain 0( 0.0% 0( 0.0% 0( 0.0%
Joint Swelling 0( 0.0% 0( 0.0% 0( 0.0%
MWal gi a 0( 0.0% 0( 0.0% 0( 0.0%
Pain In Extrenity 0( 0.0% 1( 53% 0( 0.0%

Nervous system di sorders

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM C
(N=10)
System Organ d ass
Preferred Term MIld Mod* * Severe
Ti nea Pedis 0( 0.09% 0( 0.0% 0( 0.09%
Upper Respiratory Fungal Infection 0( 0.0% 0( 0.0% 0( 0.0%
Upper Respiratory Tract Infection 2 ( 20.09% 0( 0.0% 0( 0.09%
Uinary Tract Infection 0( 0.09% 0( 0.0% 0( 0.09%
Wund I nfection 0( 0.0% 0( 0.0% 0( 0.0%
[ njury, poisoning and procedural conplications
Fal | 0( 0.0% 0( 0.0% 0( 0.0%
Heat Cranps 0( 0.09% 0( 0.0% 0( 0.09%
Miscl e Injury 0( 0.09% 0( 0.0% 0( 0.09%
Procedural Pain 0( 0.09% 0( 0.0% 0( 0.09%
I nvestigations
Bl ood Pot assi um Decr eased 0( 0.09% 0( 0.0% 0( 0.09%
Bl ood Triglycerides Increased 0( 0.09% 0( 0.0% 0( 0.09%
Vitam n D Decreased 0( 0.09% 0( 0.0% 0( 0.09%
Miscul oskel etal and connective tissue disorders
Back Pain 0( 0.0% 0( 0.0% 0( 0.0%
Joint Swelling 0( 0.0% 0( 0.0% 0( 0.0%
MWal gi a 0( 0.0% 0( 0.0% 0( 0.0%
Pain In Extrenity 0( 0.0% 0( 0.0% 0( 0.0%

Nervous system di sorders

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis Study: BBC
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

ARM D
(N=16)
System Organ d ass
Preferred Term MIld Mod* * Severe
Ti nea Pedis 0( 0.09% 1( 6.29% 0( 0.09%
Upper Respiratory Fungal Infection 0( 0.0% 0( 0.0% 0( 0.0%
Upper Respiratory Tract Infection 1( 6.29% 0( 0.0% 0( 0.09%
Uinary Tract Infection 0( 0.09% 1( 6.29 0( 0.09%
Wund I nfection 0( 0.0% 0( 0.0% 0( 0.0%
[ njury, poisoning and procedural conplications
Fal | 0( 0.0% 0( 0.0% 0( 0.0%
Heat Cranps 0( 0.09% 0( 0.0% 0( 0.09%
Miscl e Injury 0( 0.09% 1( 6.29 0( 0.09%
Procedural Pain 0( 0.09% 0( 0.0% 0( 0.09%
I nvestigations
Bl ood Pot assi um Decr eased 0( 0.09% 0( 0.0% 0( 0.09%
Bl ood Triglycerides Increased 0( 0.09% 0( 0.0% 0( 0.09%
Vitam n D Decreased 0( 0.09% 0( 0.0% 0( 0.09%
Miscul oskel etal and connective tissue disorders
Back Pain 1( 6.29% 0( 0.0% 0( 0.09%
Joint Swelling 0( 0.0% 0( 0.0% 0( 0.0%
MWal gi a 0( 0.0% 0( 0.0% 0( 0.0%
Pain In Extrenity 0( 0.0% 0( 0.0% 0( 0.0%

Nervous system di sorders

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.
** Md = Mderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis
Table 1.0
Adverse Events by Severity
Saf ety Popul ation

System Organ d ass
Preferred Term Mld

Burni ng Sensation 0( 0.09%
Di zzi ness 1( 3.3%
Headache 10 ( 33.3%
Sciatica 0( 0.09%
Reproductive systemand breast disorders
Menstrual Disconfort 0( 0.09%
Respiratory, thoracic and nediastinal disorders
Cough 0( 0.09%
Nasal Congestion 1( 3.3%
Si nus Congestion 0( 0.09%
Throat Irritation 0( 0.09%
Upper Respiratory Tract Congestion 0( 0.09%
Skin and subcutaneous tissue disorders
Eryt hema 0( 0.09%
Pruritus 0( 0.09%
Skin Disconfort 0( 0.09%

Surgical and nedical procedures
Chol ecyst ect ony 0( 0.09%
Skin Lesion Excision 0( 0.09%

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.

** Mbd = Moderate

# Episodes is defined as the total number of occurances of adverse events
%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Study: BBC
Severe
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Gient: Experis

Adverse Events by Severity
Saf ety Popul ation

System Organ d ass
Preferred Term

Table 1.0

Burni ng Sensation
Di zzi ness
Headache

Sci atica

Reproductive systemand breast disorders
Menstrual Disconfort

Respiratory, thoracic and nediastinal disorders
Cough
Nasal Congestion
Si nus Congestion
Throat Irritation
Upper Respiratory Tract Congestion

Skin and subcut aneous tissue disorders
Eryt hena
Pruritus
Skin Disconfort

Surgical and nedical procedures

Chol ecyst ect ony
Skin Lesi on Excision

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.

** Mod = Moderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Study: BBC
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0( 0.0%
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Gient: Experis

Adverse Events by Severity
Saf ety Popul ation

System Organ d ass
Preferred Term

Table 1.0

Study: BBC

Burni ng Sensation
Di zzi ness
Headache

Sci atica

Reproductive systemand breast disorders
Menstrual Disconfort

Respiratory, thoracic and nediastinal disorders
Cough
Nasal Congestion
Si nus Congestion
Throat Irritation
Upper Respiratory Tract Congestion

Skin and subcut aneous tissue disorders
Eryt hena
Pruritus
Skin Disconfort

Surgical and nedical procedures

Chol ecyst ect ony
Skin Lesi on Excision

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.

** Mod = Moderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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Gient: Experis

Adverse Events by Severity
Saf ety Popul ation

System Organ d ass
Preferred Term

Table 1.0

Burni ng Sensation
Di zzi ness
Headache

Sci atica

Reproductive systemand breast disorders
Menstrual Disconfort

Respiratory, thoracic and nediastinal disorders
Cough
Nasal Congestion
Si nus Congestion
Throat Irritation
Upper Respiratory Tract Congestion

Skin and subcut aneous tissue disorders
Eryt hena
Pruritus
Skin Disconfort

Surgical and nedical procedures

Chol ecyst ect ony
Skin Lesi on Excision

Date Produced: Time ; Program Table3 0.R

* Total Reporting is defined as nunber of subjects who reported at |east one adverse event.

** Mod = Moderate

# Episodes is defined as the total number of occurances of adverse events

%is defined as Nunber of Subjects divided by Total Reporting

Not e: Adverse events were coded using MedDRA Version 9.1
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