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[ Abstract] Ovarian cancer is one of the main causes of death among gynecological malignancies in China. With the rapid
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development of antineoplastic therapies worldwide, new drugs are emerging one afrer another in China. Carrying out the relevant
clinical studies scientifically and efficiently will bring great benefits to the patients. Based on the stage I clinical study of niraparib in
China (No. ZL-2306-002), Chinese experts summarized and discussed it from the perspectives of getting informed consent, auditing
patient recruitment, follow-up of clinical medication, data management, adverse reaction management and patient care. Meanwhile,
the present condition of stage I study of ovarian cancer in China was analyzed, aiming to provide reference and experience for the

development of clinical study of novel antineoplastic drugs in China.
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A total of 42 patients were screened

> 6 patients were excluded

w

Enrollment of 36 patients

200 mg group
(n=12)

-w
100 mg group

(n=12)

300 mg group

(n=12)

Designated dose q.d. Blood sampling
C1D1 at day 1

Dice Designated dose q.d.
C1D8-28

Blood sampling
at day 8, 15,22

adjustment
according to
effect and
adverse
reaction

Cyecle 2 and subsequent cycles (4-week cycle)
t1ll disease progression or unacceptable toxicity

Blood sampling
at day 29

Safety analysis
(n=36)

_m—

Pharmacokinetic analysis
(n=36)

Bl 1 ZL-2306lf 5K | BAFf iRz E
Fig. 1 Flowchart of stage | study of ZL-2306
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Tab.1 Stage I studies of ovarian cancer in China

Registration

Target/actual patient

number Drug name Primary endpoint enrollment Study state
Recombinant fully human anti-epidermal Lo . .
CTR20181729 growth factor receptor antibody injection Objective response rate 90-175 Ongoing (not yet recruited)
L Dose-limiting toxicity, . .
CTR20171659 6B11-OCIK injection maximum folerable dose 10 Ongoing (not yet recruited)
Human anti-vascular endothelial growth Dose-limiting toxicity, . .
CTR20171512 factor monoclonal antibody for injection maximum dose 48 Ongoing (not yet recruited)
Pharmacokinetic (PK)
CTR20171308 Bevacizumab injection parameters: area under curve 100/98 Completed
and C,,,
CTR20170836 ZL - 2306 capsules PK parameters 30/36 Completed
CTR20170767 Theoroni capsules (5 mg) Objective response rate 30/25 Ongoing (in the recruitment)
CTR20170271 IMP4297 capsules (1 mg) ch’f/:i?m“g toxicity, adverse 4, Ongoing (in the recruitment)
CTR20170154  Fluzoparib capsules Recon}n}endeq dose for phase 76 Ongoing (in the recruitment)
II' clinical trial
CTR20132581 Docetaxel lipid microsphere injection Dose—l.lmltmg toxicity, 27/20 Completed
maximum tolerable dose
CTR20132363 Paclitaxel liposomes for injection Dose-limiting toxicity, Ongoing (in the recruitment)

CTR20131194  Vincristine sulfate liposome for injection

maximum tolerable dose

Vital signs, related laboratory /
tests, adverse events

Completed
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