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66 If you have an apple and |
have an apple and we
exchange these apples then
you and | will still each have

one apple. But if you have an
Idea and | have an idea and we
exchange these Ideas, then
each of us will have two
ideas.”

George Bernard Shaw

Dublin, Ireland
Literature & Fiction, Theater
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9.6  The study site should have *e fpﬂow1ng facilities which should be separate areas where
appropriate:

— rooms (areas) for ubjeétsr‘registration and screening;

— room (area) for ilﬁﬁgua] subjects to obtain informed ng Fyh mising
AR WHO-2015’

— room for subjects’housing;

— room HIJBH‘!"ﬁfﬂ“ subjects (recreation area);

- mslriched%c&zss room for pharmaceutical operations (e.g. storage, repacking, dispensing,
docuhldntanon) (see also section 14);

— rqpms (areas) for administration of the drug(s) under investigation and sample collection;

= rcujhl (area) for sample processing (e.g. plasma separation) and storage (freezer);

{&H‘ controlled access storage areas for study materials, medication and documentation including
© CREFs;

— rooms (areas) in which to prepare standardized meals and a dining hall;

— availability of emergency or first-aid equipment and appropriate rescue medication for use
in emergencies.

— adequate facilities for the proper care of subjects who require emergency or other medical
care;

— archiving facilities.
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Conduct of BE study.
Archiving and retrieval of documents related to a BE study.

Quality assurance of a BE study; audits of clinical and bioan
and the study report.

N4
r;, .
%,

Study files. L‘%
Preparation and review of the protocol for the study:~ _:' !
Amendment to the protocol for the study. L

Protocol deviations/violation recording and reppmng
Sponsor/CRO quality assurance agreement, ﬂf‘qoﬁductmg the BE study.
Study approval process by ethical comm[t&&p
Bioavailability (BA)/BE report.
Study report.
Written informed consent. o
Obtaining written informed c@n‘%m for screening from study volunteers.
Allotment of identificatipn’ ym“ber*; to volunteers at various stages in BE study.
Investigator’s brochure; Ry,
Case-report form {CRF}”E o
Preparation of CRF! ‘teview and completion.
Data co]lecnowﬂr}d’{‘ RF completion.
Adverse/seriotis:adverse event monitoring, recording and reporting.
Organgmﬁh ¢hart of the study.
Trainirig GFthe personnel.
Responsibilities of the members of the research team.
Moq;tormg of the study by the sponsor.
J?&Dllduct of pre-study meeting.

.. Study start-up.

* Subject management.
SOP on mobilization of individuals for registration into volunteer bank.
Eligibility criteria for registration and registration of individuals into volunteer bank.
Handling of subject withdrawal.
Allotment of identification numbers to volunteers at various stages in the biostudy.
Screening of enrolled volunteers for the study.
Collection of urine samples of subjects for detection of drugs of abuse and
transportation of samples to pathology laboratory.
Custodian duties.
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42,
43.

45.
46.
47.
48.
49.
30.
31,
32
33.
54,
35.
6.

Payments to research subjects for BA/BE studies.
Procedures for entry into and exit from clinical unit
Handling of subject check-in and check-out.
Housekeeping at clinical unit.

Planning, preparation, evaluation and service of stand
Distribution of meals to study subjects.

Operation and maintenance of nurse calling system.
Administration of oral solid dosage form of the drug t
study.

Cannulation of study subjects.

Collection of blood samples from study subjects.
Identification of biological samples.

Recording of vital signs of subjects.

Operation and verification of fire alarm system.
Oxygen administration to subject from medical oxyge
Emergency care of subjects during BA/BE study.
Availability of ambulance during BA/BE study.
Centrifugation and separation of blood samples.
Storage of plasma/serum samples.

Segregation of bio-samples.

Transfer of plasma/serum samples to bioanalytical lgb
Procedures for washing glassware.

Recording temperature and relative hum1d1mgﬁrpom

Instruction on operation and mamtenance p“gocédures

57.  Np”_-<fing the equipment and log ks for use in the clinical unit.

58.  <ontrol of access to pharmacy. ’LL_

59. Pharmacy area requirements. -, _'3-'

60.  Authorization related to drq&smrage dispensing and retrieval from storage for BE study.

61. Study drug receipt, retuﬁng accountability documentation.

62.  Study drug rec-snpl and Igm‘fn procedures.

63.  Storage of drugs ld.][hf! pharmacy.

64.  Line clearance be{g'_re*and after dispensing.

65. Documentatm;} ‘of line clearance and dispensing; packaging records and release of
dispensed ;j[g;ug%

66.  Rete |1t;édm9fﬁamplex of study drugs.

67. Dnmpal of archived study drugs.

68. DiSpO‘iElI of biological materials.

69 Procedures for bioanalytical laboratory (SOPs for the different equipment, analytical

%lhoda reagent preparation).

70. " Out-of-specification in the laboratory.

71. Acceptance criteria for analytical runs: acceptance of calibration curves, acceptance of
the runs based on quality control samples results.

72. Chromatographic acceptance criteria, chromatogram integration.

73. Sample re-assay.

74.  Pharmacokinetic data from bioanalytical data.

75.  Statistics in a BE study.

clinical unit.
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The Schedule of the Study

Visit 1

Undergo physical
examination

B O
. =
-

Give informed consent

He
= Y,

Give personal information

ad

Blood test

6

),

Stool exam

Urine exam

Urine Pregnancy
Test (for women)

Electroca rdiogfa phy
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The Schedule of the Study

Visit 2 "
[ x 14 times
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V I s l t 3 Insert a special needle h time)

Blood collection 14 times (4 cc eac
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li.xuening@zs-hospital.sh.cn
021-60267666
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