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SYNOPSIS

lﬁ» @+ -

Name of Sponsor/Company:

Name of Finished Product:

Name of Active Ingredient:

Individual Study Table (For National Authority
Referring to Part Use only)

of the Dossier
Volume:

Page:

Title of Study:

Investigators:

Study center(s):

Publication(reference)

Studied period(years):
(date of first enrollment)
(date of last completed)

Phase of development

Objectives:

Methodology:

Number of patients (planned and analyzed):

Diagnosis and main criteria for inclusion:

Test product, dose and mode of administration, batch number:

Duration of treatment:

Reference therapy, dose and mode of administration, batch number:

AR




Name of Sponsor/Company: |Individual Study Table
Referring to Part
of the Dossier

Name of Finished Product: |Volume:

Name of Active Ingredient:  |Page:

(For National Authority
Use only)

Criteria for evaluation:
Efficacy:

Safety:

Statistical methods:

SUMMARY - CONCLUSIONS

EFFICACY RESULTS:

SAFETY RESULTS:

CONCLUSION:

Date of the report:
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PRINCIPAL OR COORDINATING

INVESTIGATOR(S) SIGNATURE(S)

OR SPONSOR'S RESPONSIBLE MEDICAL OFFICER

STUDY TITLE :
STUDY AUTHOR(S) :

| have read this report and confirm that to the best of my knowledge it accurately
describes the conduct and results of the study

INVESTIGATOR: SIGNATURE(S)
OR SPONSOR'S RESPONSIBLE
MEDICAL OFFICER

AFFILIATION:

DATE :
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STUDY DESIGN AND SCHEDULE OF ASSESSMENTS

TREATMENT A B C
PERIOD

Bl B2 C1 Cc2

TEST DRUG/ TEST DRUG/

INVESTIGATIONAL INVESTIGATIONAL

PRODUCT A PRODUCT A

smg 10mg smg 10mg
Run-in

TEST DRUG/ TEST DRUG/

INVESTIGATIONAL INVESTIGATIONAL

PRODUCT B PRODUCT B

5mg 10mg 5mg 10mg

Weeks -2(-3) 0 6 9 12
Visit 1 2 4 5 6
Exercise test 24 h X X X X X
Medical history X
Physical X X
ECG X X
Lab. invest. X X
Adverse events X X X X

1 =14-20 days after visit 1
2 = 1-7 days after the first exercise test
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STUDY DESIGN AND SCHEDULE OF ASSESSMENTS

Double blind
placebo
Single-blind | |
Dose 1
Screening Placebo run-in | |
1 2 3 4 10 1
R
Visit
7d) | (7d)| {7d) | {7d) Dose 2 ‘IWJ
I l
Dose 3
| | |
(7d) (7d) (7d) | (7d)
5 6 7 8 9
Assessment Screening Run-in  Baseline Treatment Follow-up
Study Week -2 -1 0 1 2 3 4 5
Informed Consent X
History X
Physical Exam. X
Effectiveness:
Primary variable X X X X X X X X
Secondary X X X X X
variable
Safety:
Adverse events X X X X X X X X
Lab. tests X X X X X
Body weight X X
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DISPOSITION OF PATIENTS

N =1,724
PATIENTS RECEIVING
DOUBLE-BLIND MEDICATION

N= 340 N= N= N= N=
REGIMEN A REGIMEN B REGIMEN C REGIMEN D REGIMEN E
N =281 N =59 N = N = N = N = N = N = N = N =
COMPLETED WITHDRAWN COMPLETED WITHDRAWN COMPLETED WITHDRAWN COMPLETED WITHDRAWN COMPLETED WITHDRAWN
Study Study Study Study Study

ADVERSE EVENT (20)

UNSAT. RESPONSE
EFFICACY (1)

FAILURE TO RETURN (6)
OTHER MED. EVENT (5)
OTHER NONMED. EVENT (5)
PROTOCOL VIOLATION (10)
PATIENT REQUEST (12)

ADVERSE EVENT (19)

UNSAT. RESPONSE
EFFICACY (2)

FAILURE TO RETURN (8)
OTHER MED. EVENT (8)
OTHER NONMED. EVENT (4)
PROTOCOL VIOLATION (10)
PATIENT REQUEST (10)

ADVERSE EVENT (26)
UNSAT. RESPONSE
EFFICACY (1)

FAILURE TO RETURN (7)
OTHER MED. EVENT (4)

PROTOCOL VIOLATION (3)
PATIENT REQUEST (25)

OTHER NONMED. EVENT (6)

ADVERSE EVENT (34)

UNSAT. RESPONSE
EFFICACY (1)

FAILURE TO RETURN (6)
OTHER MED. EVENT (8)
OTHER NONMED. EVENT (7)
PROTOCOL VIOLATION (6)
PATIENT REQUEST (27)

N= 1,361

PATIENTS COMPLETING STUDY

53

ADVERSE EVENT(42)
UNSAT. RESPONSE
EFFICACY (0)

FAILURE TO RETURN (6)
OTHER MED. EVENT (14)
OTHER NONMED. EVENT
(1)

PROTOCOL VIOLATION (14)
PATIENT REQUEST (15)
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DISPOSITION OF PATIENTS

N= 2670
PATIENTS SCREENED

N=1732
PATIENTS RANDOMISED

N=938
Screening Failures
Reasons:

(300)
(271)
N=8
DID NOT RECEIVE
ANY MEDICATION
Reasons: N= 1724
_ @ PATIENTS RECEIVING
() DOUBLE-BLIND
(2) MEDICATION
N= N= =
REGIMEN A REGIMEN B REGIMEN C
N= N=
Completed Withdrawn

ADVERSE EVENT (20)
UNSAT. RESPONSE (32)
15 o o




STUDY #
(Data Set Identification)

LISTING OF PATIENTS WHO DISCONTINUED THERAPY

Center :
Concomitant Reason for
Treatment Patient # Sex Age Last Visit Duration Dose Medication Discontin.
Test Drug/ Adverse
investigational product event*
Therapy
failure
Concomitant Reason for
Treatment Patient # Sex Age Last Visit Duration Dose Medication Discontin.
Active Control/
Compactor
Concomitant Reason for
Treatment Patient # Sex Age Last Visit Duration Dose Medication Discontin.
Placebo

* The specific reaction leading to discontinuation

(Repeat for other centers)

55



S SEINN

STUDY #
(Data Set Identification)

Listing of Patients and Observations Excluded From Efficacy Analysis

Center :

Treatment Patient# Sex Age Observation Excluded Reason(s)

Test Drug/ investigational Product

Treatment Patient# Sex Age Observation Excluded Reason(s)

Active Control/ Comparator

Treatment Patient# Sex Age Observation Excluded Reason(s)

Placebo

(Repeat for other centers)

Reference Tables

Summary

56
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STUDY #
(Data Set Identification)

Number of Patients Excluded From Efficacy Analysis

Test Drug/ investigational product N =

Reason Week 1 Week 2 Week 4 Week 8

Total

Similar tables should be prepared for the other treatment groups.
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CIOMS

( Council for International Organizations of Medical Sciences )

SUSPECT ADVERSE REACTION REPORT

I. REACTION INFORMATION

1. PATIENT INITIALS la.
(first. last)

country

2. DATE OF BIRTH
Day Month Year

2a. AGE

Years

3. SEX |4-5REACTION ONSET

Day |Month| Year

8.12 CHECK ALL
APPROPRIATE
TO ADVERSE
REACTION

[] PATIENT DIED

[] INVOLVED OR
PROLONGED
INPATIENT
HOSPITALISATION

] INVOLVED
PERSISTENCE OR
SIGNIFICANT
DISABILITY OR
INCAPACITY

] LIFE
THREATENING

Il. SUSPECT DRUG(S) INFORMATION

14. SUSPECT DRUG(S) (include generic name)

20. DID REACTION
ABATE AFTER
STOPPING DRONG?

[J YES [] NO [INA

15. DAILY DOSE(S)

16. ROUTE(S) OF ADMINSTRATION

17. INDICATION(S) FOR USE

21. DID REATION
REAPPEAR
AFTER REINTRO-
DUCTION?

[J YES [[] NO [CINA

18. THERAPY DATES (from/to)

19. THERAPY DURATION

[ll. CONCOMITANT DRUG(S) AND HISTORY

22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION ( exclude those used to treat reaction )

23. OTHER RELEVANT HISTORY (e.g. diagnostics, allergics, pregnancy with last month of period. etc. )

IV. MANUFACTURER INFORMATION

24a. NAME AND ADDRESS OF MANUFACTURER

24b. MFR CONTROL NO.

24c. DATE RECEIVED
BY MANUFACTURER

24d. REPORT SOURCE
[[] STUDY [] LITERATURE
[[] HEALTH PROFESSIONAL

DATE OF THIS REPORT

25a. REPORT TYPE
[] INITIAL [] FOLLOWUP

AN
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Efficacy and Safety Information on Taiwanese Subjects

in Multinational Clinical Trials

Title of Study:

Investigators in Taiwan:

Study center(s) in Taiwan:

Studied period (years): Phase of development
(date of first enrollment)
(date of last completed)

Studied period in Taiwan (years):
(date of first enrollment)
(date of last completed)

Objectives:

Methodology:

Number of patients (planned and analyzed) in Taiwan:

Diagnosis and main criteria for inclusion:

A1




Test product, dose and mode of administration, batch number:

Duration of treatment:

Reference therapy, dose and mode of administration, batch number:

Criteria for evaluation:
Efficacy:

Safety:

Efficacy results in Taiwanese subjects:

Efficacy results in Taiwanese subjects compared to the result of total subjects:

Safety results in Taiwanese subjects:

Safety results in Taiwanese subjects compared to the result of total subjects:

SUMMARY

Date of the report:
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(7 rcre s §(2002). % 5Tk sk Y A
FrciiE? ¥ (2002). £ & i A Ra R R4 (http://www.doh.gov.tw )
7Rl s % (2001). TR 5% 28 % (http://www.doh.gov.tw )

(7 et fFd ¥ (2000). # 52k e sk % 2 24 (http://www.doh.gov.tw )
(7 reta 2 ¥ (2000). # 529 sR s B 3 724 (http://www.doh.gov.tw )
Frciatrd ¥(1999). R 4%% % 48R

| CH harmonized tripartite guideline — Structure and Content of Clinical Study
Reports ( Recommended for Adoption at Step 4 of the ICH Process on 30
November 1995 by the ICH Steering Committee

http://www.ich.org/pdfl CH/e3.pdf )
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dropout

efficacy
eguivalence
ethics committee

exploratory analyses

false positive rate (type | error)

figure

global evaluations
historical control
indication

inferiority

intensity
intention-to-treat analysis
interim analyses
intermediate summary data
Intervention

investigator

laboratory measurements
life table

listing

measurement

missing visits

multicenter study
multiple comparisons

multiplicity

g

vig i3 R
}%*;;

e
hmL R ¢
IR AT
S (F-AEL)
] &1

FHMETR

B B it e
#BE

7 E M

g 2R

p N P -

B LT

v R Bk

i~

Wk FEA
FTHRIw®E

4 &%

7] 4

B2

i B 2 AR
PG TIRA ER
FE i

e

AR



observation

original terms

outcome

outliers

patient

patient identification number
permuted-block randomi zation
per-protocol

physical findings

placebo concurrent control
possibly

preferred term

primary endpoint
probably

protocol deviations
quality assurance
rechallenge

regimen

reported term

responders

run-in period

shift table

stratification

study population

subgroup
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summary statistics

summary tables and figures
surrogate endpoint

table

Therapy

test drug(s) / investigational product(s)
TIA (transient ischemic attack)
transition table

treatment

visit

vital signs

washout period
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