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SFDA requirements for clinical trial approval

R I R R Unregistered Drug_ 5 2
~ Requirement : Registered | Registered in | Unregistered
. . i Drug FDA/EMA_ | in_fRA/EMA

Headed Letter to SFDA. v v v

Bank Transfer Payment. v ‘ v v
! Conf_iaéntiaiity“Agreement. v v v
i Trial Application Form. v v v 1
| Trial Protocol. v v _ v i
‘Informed Consent Form. v v v

IRB/EC Approvalj _ v v v
Investigator Brochure. ! v v v

Financial Disclosure of Principal Investigator. v v v 1
| GMP Certificate. i X v VA
Imﬁcate-of Analysis- of Study Drug. - L X v v
[ Sample of Label of Study ljrug. - i v v v
WLabeI—ing & Packaging i X v v
- Samples of drug . X v v N
| Clinical Trial Agreement. v v v
_mﬁcibal Inves-ti-gﬁ& Coordinator. | v v v
'IND application T ¥ v
.Mﬁegistratibn application o : X v B X
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SFDA requirements for clinical trial during Conducting, Completion and Termination

Located in Files of

approval/favorable opinion of
(IRB)/(IEC) of the following: -
protocol amendments -
Revision(s) of: -informed
consent form -Any other written
information to be provided to
the subject -Advertisement for
subject recruitment (if used) -
Any other document given
approval/favorable opinion -
Continuing review of trial (see
section 3.1.4)

amendment(s) and/or revision(s)
have been subject to IRB/IEC
review and were given
approval/favorable opinion. To
identify the version number and
date of the document(s)

Title of Document Purpose Investigator/ Sponsor
Institution
83.1 Investigator's Brochure updates | To document that investigator is X X
informed in a timely manner of
relevant information as it
becomes available
8.3.2 Any revisions to: To document revisions of these X X
Protocol/amendment(s) and trial-related documents that take
CRF -Informed consent form - | effect during trial
Any other written information
provided to subjects -
Advertisement for subject
recruitment (if used)
8.3.3 Dated, document To document that the X X

¢l guJl tl]aé
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8.34 SFDA authorizations/approval | To document compliance with X (where X
/motifications where required applicable regulatory required)
for: -Protocol amendment(s) and | requirements
other document

8.3.5 Curriculum vitae for new (see section 8.2.10) X X

investigator(s) and/or sub
investigators

8.3.6 Updates to normal To document normal values and X X
value(s)/range(s) for medical ranges that are revised during
laboratory/technical the trial (see section 8.2.11)

procedure(s)/test(s) included in
the protocol

8.3.7 Updates of To document that tests remain X (where X
medical/laboratory/tech adequate throughout the trial required)
nical/procedures/tests - period (see section 8.2.12)

Certification or -Accreditation
or -Established quality control
and/or external quality
assessment or -Other validation
(where required)

8.3.8 Documentation of {See section 8.2.15) X X
investigational product(s) and
trial-related materials shipment

83.9 Certificate(s)of analysis for new | (See section 8.2.16) X
batches of investigational
products
8.3.10 Monitoring visit reports To document site visits by, and X
findings of, the monitor
8.3.11 Relevant communications other | To document any agreements or X X

than site visits -letters -mecting | significant discussions regarding
notes -Notes of telephone calls trial administration, protocol
violations, trial conduct, adverse
event (AE) reporting

8.3.12 | Signed informed consent forms | To document that consent is X
obtained in accordance with
GCP and protocol and dated
prior to participation of each
subject in trial. Also to
document direct access
permission (see section §.2.3)

9
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8.3.13 Source documents To document the existence of X
the subject and substantiate
integrity of trial data collected.
To include original documents
related to the trial, to medical
treatment, and history of subject
8.3.14 Signed, dated, and completed To document that the X (copy) X (originaly
case report forms (CRFs) investigator or authorized
member of the investigators
staff confirms the observations
recorded
8.3.15 Documentation of CRF To document all changes/ X (copy) X (original)
corrections additions or corrections made to
CREF after initial data were
recorded
8.3.16 | Notification by originating Notification by originating X X
investigator to sponsor of investigator to sponsor of
serious adverse events and serious adverse events and
related reports related reports in accordance
whit 4.11
8.3.17 | Notification by sponsor and/or | Notification by sponsor and/or X (where X
investigator, where applicable, | investigator, where applicable, required)
to SFDA and IRB(s)/IEC(s) of | to SFDA and IRB(s)/TEC(s) of
unexpected serious adverse drug | unexpected serious adverse drug
reactions and of other safety reactions in accordance with
information 5.17 and 4.11.1 and of other
safety information in accordance
with 4.11.2 and 5.16.2
8.3.18 | Notification by sponsor to Notification by sponsor to X X
investigators of safety investigators of safety
information information in accordance with
5.16.2
8.3.19 | Interim or annual reports Interim or annual reports X X (where
provided to IRB/IEC and provided to IRB/IEC in required)
authority(ies) accordance with 4,10 and 1o
authority(ies) in accordance with
5173

10
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8.3.20 | Subject screening log To document identification of X X (where
subject who entered pretrial required)
screening
8.3.21 Subject identification code list To document that investigator/ X

institution keeps a confidential
list of names of all subject
allocated to trial numbers on
enrolling in the trial. Allows
investigator/institution to reveal
identity of any subject

8.3.22 Subject enroliment log To document chronological X
enrollment of subject by trial
number
83.23 Investigational products(s) To document that investigational X X
accountability at the sits products(s) have been used

according to the protocol

8.3.24 | Signatures shect To document signatures and X X
initials of all persons authorized
to make entries and/or
corrections on CRFs

8.3.25 Record of retained body To document location and X X
fluids/tissue samples (if any) identification of retained
samples if assays need to be
repeated

11
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Title of Document Purpose Located in Files of
Investigator/ Sponsor
Institution
8.4.1 Investigational To document that the X X
product(s) investigational product(s) have
accountability at site been used according to the
protocol . To document the final
accounting of investigational
product(s) received at the site,
dispensed to subjects. returned
by the subjects, and returned to
sponsor
8.4.2 Documentation of To document destruction of X G X
investigational unused investigational product(s) | destroyedat
product(s) destruction by sponsor or at site site)
843 Completed subject To permit identification of all X
identification code list | subjects enrolled in the trial in
case follow-up is required. List
should be kept in a confidential
manner and for agreed upon time
844 Audit certificate (if To document that audit was X
required) performed (if required) (see
section 5.19.3(e))
845 Final trial close-out To document that all activities X
monitoring report required for trial close-out are
completed, and copies of
essential document are held in
the appropriate files
84.6 Treatment allocation Returned to sponsor to document X
and decoding any decoding that may have
documentation occurred
8.4.7 Final report by To document completion of the X
investigator/institution | trial
to IRB/IEC where
required, and where
applicable, to the SFDA
{see section 4.13
848 Clinical study report To document results and X r X
(see section 5.22) interpretation of trial applicable)
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