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(1] UTOREX ZFHH KECEX TSV, (FERBEL : 5 10 HEEE)
(1) Email

Hello, Kevin.

We are sorry for our delayed response. I was away from the hospital due to a
medical conference in Fukuoka last week.

The bottles 5678901, 5678909, 6543216, 6543264, 1234563, and 1234570 were
all returned from the subjects unopened, and have been stored in the pharmacy
storage room. They will be stored as they are until a further instruction.

We are gathering information regarding the bottles which have been already opened
and are going to inform you in 5 working days.

Could you advise us on how we return the empty bottles? Would it be acceptable to
ship them back to you with the unopened bottles?

I hope this helps.
Best regards,

Ken
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(2) SAE #&5E (BHREZ—8RT)

Subject 12345 was a 50-year-old Caucasian male. His medical history included focal
neurological deficit from 2010 to the present, loss of consciousness from 2012 to
2015, and headache whose start date is unknown. He had never participated in any
clinical study before. ( ) The
participant was withdrawn from the trial on November 5, 2015 because of non-small
cell lung cancer, the serious adverse event.
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(3) GCP

Subinvestigator: Any individual member of the clinical trial team designated and
supervised by the investigator at a trial site to perform critical trial-related
procedures and/or to make important trial-related decisions (e.g., associates,
residents, research fellows).
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(4) GCP

The IRB/IEC should consist of a reasonable number of members, who collectively
have the qualifications and experience to review and evaluate the science, medical
aspects, and ethics of the proposed trial. It is recommended that the IRB/IEC
should include:

(a) At least five members.

(b) At least one member whose primary area of interest is in a nonscientific area.
(c) At least one member who is independent of the institution/trial site.

Only those IRB/IEC members who are independent of the investigator and the
sponsor of the trial should vote/provide opinion on a trial-related matter.

A list of IRB/IEC members and their qualifications should be maintained.
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(5) EDC

Query Description:

In the results of the laboratory hematology test performed on 1 Jun 2016, the
hemoglobin is 9.8 g/dL. Is this clinically significant? If yes, the AE page should be
updated. Please review and update as appropriate.
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R SAT A0

(1] ROBRXDIEMCRBAEIEG UWRFZERR 1~3 KDBATLLIZE,
(FExEEL : 10 s=EIEE)

(%R 1] BESHRNMERNEAS TRIRLUL,
The adverse reaction ( ) with relatively low doses of this drug.
1. emerged
2. occurred
3. submerged
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In case hypertension ( ), the study drug should be discontinued
immediately.
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2. develops
3. developed
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Headache started four days ( ).
1. ago
2. before
3. prior
RS -

6/8
AERDEIER TR - TmAFETNRNT T,
HREHY> - JL7 /YUY - JLT THTE-




Basic Examination G&IRT) &ERER > TILAA—>

(2] FREXZFTH, RORRICH D TVDERZIERL 1~3 KDEATLIZE,
(FERIE : 7~8 xMEIEE)
(5%f5 1] The subject recovered from ulcer and [ ].
1. was admitted to the hospital
2. started complaining of stomachache
3. was discharged from the hospital

FAREH

(55%f51 2] A marked decrease in body temperature was noted in the subject.
[ I
1. His family withdrew the consent.
2. The investigator asked a CRC to review his medical records.
3. The used bottles of study drug were recovered from the subject.
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(5&R9 3]
Query Description:
In the results of the laboratory hematology test performed on 1 Jun 2016, the
hemoglobin is 9.8 g/dL. Is this clinically significant? If yes, the AE page should be
updated. Please review and update as appropriate.
Answer:
[ 1.
1. The laboratory value was not clinically significant. The AE page was updated.
2. The laboratory value was not clinically significant. I reviewed and updated it.
3. The laboratory value was not clinically significant. The physician considered this is
not an adverse event.
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(FEKEEL : 7~8 %EEE)
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[ ]: rash, headache, and Meniere's disease.
(a . major / b. below / c. adverse reactions / d. shown / e. are)
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The scopolamine was administered [ ] for preventive
action.

(a.dose/b.of /c.50mg/d.a/e.in)
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