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	Analysis of the items related to efficacy endpoints
	2) Severity of LSCD after transplantation of the investigational product

The frequency (ratio) of the severity is summarized for each point.

Both target and fellow eyes are performed
	Analysis of the items related to efficacy endpoints


	2) Severity of LSCD after transplantation of the investigational product

The severity for each evaluation point is shown in the line graph, and the frequency (ratio) of the severity is summarized for each point.

Both target and fellow eyes are performed
	

	Ⅱ Details of Statistical Analysis Plan

	1.Status of clinical trial conduction

1.1 Breakdown of patients
	Items
	Description
	Item
	Description
	Changes to analysis contents


	
	Patient List
(Listing1.1.1)
	The following items will be shown in order of the enrollment code.

•Enrollment code

•Name of trial site/department, sexuality, and age (years)

•Inclusion in/exclusion from populations: Efficacy Safety

•Transplanted eye and name of injury or disease causing limbal stem cell deficiency

•Ocular complications

•Other than ocular complications (location of occurrence)

•Past ocular disease
•Previous medical condition (location of occurrence)

•QOL: Screening 52nd week after transplant 104th week after transplant

•Whether or not the study was discontinued (reason for discontinuation) [QOL on the day of discontinuation]

• Severity classification of LSCD,Corrected Vision, Symptoms, Other severity assessments
•Additional treatment
• Malfunctions
	Patient List
(Listing1.1.1)
	The following items will be shown in order of the enrollment code.

•Enrollment code

•Name of trial site/department, sexuality, and age (years)

•Transplanted eye and name of injury or disease causing limbal stem cell deficiency, severity classification of LSCD on screening date (evaluation of efficacy committee / evaluation of eligibility judgment committee / investigator)
•Inclusion in/exclusion from populations: Efficacy Safety
	

	2.5 Efficacy endpoint analysis

2.5.2 Limbal stem cell deficiency severity classification
	Items
	Description
	Item
	Description
	Adding to analysis contents

	
	－


	－
	Direction of change in limbal stem cell deficiency severity classification by time point

(Table 2.5.2.3)
	•The direction of change in limbal stem cell deficiency severity classification evaluated by the response assessment committee will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

•Both target and fellow eyes are performed
	

	
	－


	－
	Direction of change in limbal stem cell deficiency severity classification by time point (evaluation by the investigator)

(Table 2.5.2.4)
	•The direction of change in limbal stem cell deficiency severity classification evaluated by the response assessment committee will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

•Both target and fellow eyes are performed
	Adding to analysis contents

	
	List of limbal stem cell deficiency severity classification

(Listing 2.5.2)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day; and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Limbal stem cell deficiency severity classification in transplanted eye (evaluation by the response assessment committee, eligibility evaluation committee [the screening day of the COMET01 clinical trial only], and investigator)

· Limbal stem cell deficiency severity classification in fellow eye (evaluation by the response assessment committee and investigator)
	List of limbal stem cell deficiency severity classification

(Listing 2.5.2)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Inclusion in/exclusion from populations: efficacy and safety

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day; and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Limbal stem cell deficiency severity classification in transplanted eye (evaluation by the response assessment committee, eligibility evaluation committee [the screening day of the COMET01 clinical trial only], and investigator)

· Limbal stem cell deficiency severity classification in fellow eye (evaluation by the response assessment committee and investigator)
	Changes to analysis contents



	2.5.3. Subjective symptoms
	Items
	Description
	Item
	Description
	Adding to analysis contents

	
	－
	－
	Direction of change in the severity of subjective symptoms by time point

(Table 2.5.3)
	· The direction of change in the severity of subjective symptoms will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day).

· Both target and fellow eyes are performed
	

	
	List of subjective symptoms

(Listing 2.5.3)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day; and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Severity of subjective symptoms in transplanted eye (eye pain, foreign body sensation, lacrimation, photophobia, dry sensation, and discomfort)

· Severity of subjective symptoms in fellow eye (eye pain, foreign body sensation, lacrimation, photophobia, dry sensation, and discomfort)
	List of subjective symptoms

(Listing 2.5.3)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Inclusion in/exclusion from populations: efficacy, effect judgment, and safety

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day; and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Severity of subjective symptoms in transplanted eye (eye pain, foreign body sensation, lacrimation, photophobia, dry sensation, and discomfort)

· Severity of subjective symptoms in fellow eye (eye pain, foreign body sensation, lacrimation, photophobia, dry sensation, and discomfort)
	Changes to analysis contents



	2.5.4. Variation of corrected visual acuity
	Items
	Description
	Item
	Description
	Changes to analysis contents



	
	List of corrected visual acuity

(Listing 2.5.4)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Landolt ring of transplanted eye: corrected decimal visual acuity, LogMAR-converted corrected decimal visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· ETDRS of transplanted eye: corrected visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Landolt ring of fellow eye: corrected decimal visual acuity, LogMAR-converted corrected decimal visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· ETDRS of opposite eye: corrected visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)
	List of corrected visual acuity

(Listing 2.5.4)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Inclusion in/exclusion from populations: efficacy, effect judgment, and safety

· Evaluation time point (the screening day of the COMET01 clinical trial; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Landolt ring of transplanted eye: corrected decimal visual acuity, LogMAR-converted corrected decimal visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· ETDRS of transplanted eye: corrected visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Landolt ring of fellow eye: corrected decimal visual acuity, LogMAR-converted corrected decimal visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· ETDRS of opposite eye: corrected visual acuity (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

*For LogMAR-converted visual acuity in and after Post-transplant Week 2, its variation from baseline will also be displayed.
	

	2.5.5. QOL evaluation
	Items
	Description
	Item
	Description
	Changes to analysis contents



	
	List of QOL evaluation
(Listing 2.5.5)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Evaluation time point (the screening day, Post-transplant Weeks 52 and 104, additional treatment conduction day (before conduction), and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Score (for each question; subscale total)

General sense of well-being: Question 1; subscale total
General vision: Question 2; subscale total

Eye pain: Questions 4 and 19; subscale total

Behavior depending on near vision: Questions 5, 6, and 7; subscale total

Behavior depending on distant vision: Questions 8, 9, and 14; subscale total

Social functioning depending on vision: Questions 11 and 13; subscale total

Mental health depending on vision: Questions 3, 21, 22, and 25; subscale total

Role functioning depending on vision: Questions 17 and 18, subscale total

Self-sustainability depending on vision: Questions 20, 23, and 24; subscale total

Driving: Questions 15, 15a, 15b, 15c, and 16; subscale total
Color vision: Question 12; subscale total

Peripheral vision: Question 10; subscale total

QOL grade

	List of QOL evaluation
(Listing 2.5.5)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Inclusion in/exclusion from populations: efficacy, effect judgment, and safety

· Evaluation time point (the screening day, Post-transplant Weeks 52 and 104, additional treatment conduction day (before conduction), and discontinuation day)

· Evaluation day and time from the transplantation day (days)

· Score (for each question; subscale total)

General sense of well-being: Question 1

General vision: Question 2; subscale total

Eye pain: Questions 4 and 19; subscale total

Behavior depending on near vision: Questions 5, 6, and 7; subscale total

Behavior depending on distant vision: Questions 8, 9, and 14; subscale total

Social functioning depending on vision: Questions 11 and 13; subscale total

Mental health depending on vision: Questions 3, 21, 22, and 25; subscale total

Role functioning depending on vision: Questions 17 and 18, subscale total

Self-sustainability depending on vision: Questions 20, 23, and 24; subscale total

Driving: Questions 15b, 15c, and 16

Color vision: Question 12; subscale total

Peripheral vision: Question 10; subscale total

· QOL grade


* “General health” and “driving” will be excluded from calculation of subscale total and QOL grade.
	

	2.5.6. Degree of corneal opacity
	Item
	Description
	Item
	Description
	Changes to analysis contents



	
	Severity assessment of corneal opacity by time point

 (Table 2.5.6)
	· Summary statistics will be calculated for the severity of corneal opacity by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	Direction of change in the extent of corneal opacity by time point

(Table 2.5.6)
	· The direction of change in the extent of corneal opacity will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	

	
	List of the extent of corneal opacity, corneal neovascularization, and symblepharon
(Listing 2.5.6)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Evaluation time point (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Evaluation day (time from the transplantation day (days))

· Extent of corneal opacity in transplanted eye

· Extent of corneal opacity in fellow eye

· Extent of corneal neovascularization in transplanted eye

· Extent of corneal neovascularization in fellow eye

· Extent of symblepharon in transplanted eye

· Extent of symblepharon in fellow eye
	List of the extent of corneal opacity, corneal neovascularization, and symblepharon
(Listing 2.5.6)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Inclusion in/exclusion from populations: efficacy, effect judgment, and safety

· Evaluation time point (the screening day; Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; additional treatment conduction day (before conduction); and discontinuation day)

· Evaluation day (time from the transplantation day (days))

· Extent of corneal opacity in transplanted eye

· Extent of corneal opacity in fellow eye

· Extent of corneal neovascularization in transplanted eye

· Extent of corneal neovascularization in fellow eye

· Extent of symblepharon in transplanted eye

· Extent of symblepharon in fellow eye
	Changes to analysis contents



	2.5.7. Extent of corneal neovascularization
	Item
	Description
	Item
	Description
	Changes to analysis contents



	
	Severity assessment of corneal neovascularization by time point
(Table 2.5.7)
	· Summary statistics will be calculated for the severity of corneal neovascularization by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	Direction of change in the extent of corneal neovascularization by time point
(Table 2.5.7)
	· The direction of change in the extent of corneal neovascularization will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	

	2.5.8. Extent of symblepharon
	Item
	Description
	Item
	Description

	
	Severity assessment of symblepharon by time point
 (Table 2.5.8)
	· Summary statistics will be calculated for the severity of symblepharon by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	Direction of change in the extent of symblepharon by time point
(Table 2.5.8)
	· The direction of change in the extent of symblepharon will be tabulated by evaluation time point (Post-transplant Weeks 2, 4, 12, 24, 52, 78, and 104; and discontinuation day).

· Both target and fellow eyes are performed
	Changes to analysis contents



	2.5.9. Additional treatment
	Item
	Description
	Item
	Description
	Changes to analysis contents



	
	List of additional treatment

(Listing 2.5.9.1)

Contribution list to corneal epithelial reconstruction in the case of additional treatment for transplanted eyes of clinical trial products

(Listing 2.5.9.2)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Contribution of the investigational product to treatment outcome (reason for evaluation) [reason for not performing additional treatment]
· Name of additional treatment

· Transplanted/fellow eye

· Number of days since transplant date (week)

· Reasons for cases that were not performed

	List of additional treatment

(Listing 2.5.9.1)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Name of additional treatment

· Transplanted/fellow eye

· Number of days since transplant date (week)

· Reasons for cases that were not performed
	

	
	－
	－
	Contribution list to corneal epithelial reconstruction in the case of additional treatment for transplanted eyes of clinical trial products

(Listing 2.5.9.2)
	The following items will be shown in order of the enrollment code.

· Enrollment code

· Contribution of investigational products to treatment outcomes (reasons for evaluation)

· Reasons for cases that were not performed
	Adding to analysis contents

	3.3. Important malfunctions
	Item
	Description
	Item
	Description
	Changes to analysis contents



	
	List of important malfunctions (neoplastic lesions at transplanted sites) (treatment period)

(Listing 3.3.1)

List of important malfunctions (allergic symptoms) (treatment period)

(Listing 3.3.2)

List of important malfunctions (unknown infectious diseases) (treatment period)

(Listing 3.3.3)
	For the important malfunctions (1)–(3), the following items will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Adverse event No.
· Adverse event name

· Adverse event PT

· Onset date

· Time to onset of Adverse event (days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

· Treatments, courses, etc.
	List of important malfunctions (neoplastic lesions at transplanted sites) (treatment period)

(Listing 3.3.1)

List of important malfunctions (allergic symptoms) (treatment period)

(Listing 3.3.2)

List of important malfunctions (unknown infectious diseases) (treatment period)

(Listing 3.3.3)
	For the important malfunctions (1)–(3), the following items will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification (COMET01 clinical trial (S1), J-TEC-COMET01-FU clinical trial (S2))

· Adverse event name (Name written by the doctor)

· Adverse event PT

· Onset date

· Time to onset (days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

· Treatments, courses, etc.
	

	3.6. Ocular topical adverse events by stratified factor
	Item
	Description
	Item
	Description
	

	
	Ocular topical adverse events by stratified factor　(treatment period)

(Table 3.6.1)


	The number of patients in whom ocular topical adverse events occurred will be tabulated by stratified factor for each of the following categories, and the incidence rates and their confidence intervals will be calculated.

· Age (years) (Category 3)

· Sexuality

· Cause of injury (SJS/OCP, other than SJS/OCP)

· Presence of ocular complication

· Presence of a history of ocular surgery


	Ocular topical adverse events by stratified factor　(treatment period)

(Table 3.6.1)

Ocular topical adverse events in the transplanted eye by stratified factor　(treatment period)

(Table 3.6.2)
	The number of patients in whom ocular topical adverse events occurred will be tabulated by stratified factor for each of the following categories, and the incidence rates and their confidence intervals will be calculated.

· Age (years) (Category 3)

· Sexuality

· Cause of injury (SJS/OCP, other than SJS/OCP)

[In the case of the eye local]

· Presence of ocular complication

· Presence of a history of ocular surgery

[In the case of the transplanted eye local]

· Presence of ocular complication in the transplanted eye

· Presence of a history of ocular surgery in the transplanted eye
	Changes to analysis contents



	
	Ocular topical malfunctions by stratified factor (treatment period)

(Table 3.6.2)

	The number of patients in whom ocular topical malfunctions occurred will be tabulated by stratified factor for each of the following categories, and the incidence rates and their confidence intervals will be calculated.

· Age (years) (Category 3)

· Sexuality

· Cause of injury (SJS/OCP, other than SJS/OCP)

· Presence of ocular complication

· Presence of a history of ocular surgery


	Ocular topical malfunctions by stratified factor (treatment period)

(Table 3.6.3)
Ocular topical malfunctions in the transplanted eye by stratified factor　(treatment period)

(Table 3.6.4)
	The number of patients in whom ocular topical malfunctions occurred will be tabulated by stratified factor for each of the following categories, and the incidence rates and their confidence intervals will be calculated.

· Age (years) (Category 3)

· Sexuality

· Cause of injury (SJS/OCP, other than SJS/OCP)

[In the case of the eye local]

· Presence of ocular complication

· Presence of a history of ocular surgery

[In the case of the transplanted eye local]

· Presence of ocular complication in the transplanted eye

· Presence of a history of ocular surgery in the transplanted eye
	Changes to analysis contents



	3.8. Adverse event list
	Item
	Description
	Item
	Description
	Changes to analysis contents



	
	List of patients with adverse events (treatment period)
(Listing 3.8.1)
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification 

· Adverse event name

· Adverse event PT

· Onset date

· Time to onset of Adverse event(days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/ investigational

 product)

· Reason for causality judgment

· Treatments, courses, etc.
	List of patients with adverse events (treatment period)
(Listing 3.8.1)
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification (COMET01 clinical trial (S1), J-TEC-COMET01-FU clinical trial (S2))
· Adverse event name (Name written by the doctor)

· Adverse event PT

· Onset date

· Time to onset (days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/ investigational product)

· Reason for causality judgment

· Treatments, courses, etc.
	

	
	List of patients with deaths and other serious adverse events (treatment period)
(Listing 3.8.2)
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification 

· Adverse event name

· Adverse event PT

· Onset date

· Time to onset of Adverse event(days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

· Treatments, courses, etc.

	List of patients with deaths and other serious adverse events (treatment period)
(Listing 3.8.2)
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code.

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification (COMET01 Clinical Trial (S1), J-TEC-COMET01-FU clinical trial (S2))

· Adverse event name (Name written by the doctor)

· Adverse event PT

· Onset date

· Time to onset (days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

· Treatments, courses, etc.
	Changes to analysis contents



	
	List of patients with adverse events resulting in discontinuation (treatment period)
(Listing 3.8.3)
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code.
· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification 

· Adverse event name

· Adverse event PT

· Onset date

· Time to onset of Adverse event(days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

· Treatments, courses, etc.

	
	For the patients in whom adverse events occurred in the treatment period, the following items related to those adverse events will be shown in order of the enrollment code

· Enrollment code

· Onset site (transplanted eye, fellow eye, bilateral eyes, and other than the eyes)

· Trial Classification (COMET01 Clinical Trial (S1), J-TEC-COMET01-FU clinical trial (S2))

· Adverse event name (Name written by the doctor)

· Adverse event PT

· Onset date

· Time to onset (days)

· Severity

· Seriousness

· Outcome date (outcome)

· Duration (days)

· Causality (tissue collection/investigational product)

· Reason for causality judgment

Treatments, courses, etc.
	Changes to analysis contents



	Ⅳ List of tables, listings, and figures



	Efficacy
	Table/listing/ figure number
	Title
	Table/listing/ figure number
	Title

	
	－
	－
	Table 2.5.2.3
	Direction of change in limbal stem cell deficiency severity classification by time point
	Adding to analysis contents

	
	－
	－
	Table 2.5.2.4
	Direction of change in limbal stem cell deficiency severity classification by time point (evaluation by the investigator)
	Adding to analysis contents

	
	－
	－
	Table 2.5.3
	Direction of change in the severity of subjective symptoms by time point
	Adding to analysis contents

	
	Table 2.5.6
	Severity assessment of corneal opacity by time point
	Table 2.5.6
	Direction of change in the extent of corneal opacity by time point
	Changes to analysis contents

	
	Table 2.5.7
	Severity assessment of corneal neovascularization by time point
	Table 2.5.7
	Direction of change in the extent of corneal neovascularization by time point
	Changes to analysis contents

	
	Table 2.5.8
	Severity assessment of symblepharon by time point
	Table 2.5.8
	Direction of change in the extent of symblepharon by time point
	Changes to analysis contents

	
	－
	－
	Table 3.6.2
	Ocular topical adverse events in the transplanted eye by stratified factor　(treatment period)
	Adding to analysis contents

	
	Table 3.6.2
	Ocular topical malfunctions by stratified factor (treatment period)
	Table 3.6.3
	Ocular topical malfunctions by stratified factor (treatment period)
	Change item number

	
	－
	－
	Table 3.6.4
	Ocular topical malfunctions in the transplanted eye by stratified factor　(treatment period)
	Adding to analysis contents
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