Institutional Review Board, or
Ethics Committee

Good Clinica Practice



Yes| No
General information

O | O |L Protocal title, identifying number, and date

O | O |2 Name and address of the sponsor and
monitor

O | o |3 Name and title of
the person investigator and sponsor  to sign protocol

O | O |4 Name, title, address, and telephone
number of sponsor

O | O |5 Name and title of the investigator

O | O |6 Name, title, address, and
telephone number of qualified physician

O | o |7 Name and address of medical department

Background information

O | O |8 Description of investigational product

o (O |9 Summary of findings from relevant clinical trials

O | O |10. Dosage regimen, and treatment period

O | O (11 Compliance with protocol, GCP and
applicable requirement

o | O |12 Description of the population to be studied

O | O |13 Referencesto literature and data relevant to thetrial

Trial objectives and purpose
O | O |14. Description of the objectives and the purpose to the trial
Trial design

O | O |15 Statement of primary endpoints and
the secondary endpoints

O | O |16. Description of the type/design of trial to be conducted

O | o |17. Description of the

measures taken to minimize/avoid bias including randomization blinding




O | O |18. Dosage and dosage regimen of the
investigational product

O | O |19. Expected duration of subject participation

O | O |20. Maintenance of trial treatment
randomization codes and procedures for breaking codes

Selection and withdrawal of subjects

O | O |21. Subject inclusion/exclusion criteria

O | O |22 Subject stopping rules, discontinuation
criteria, and withdrawal criteria

Treatment of subjects

O (0O |23 M edication prohibited before and/or
during the trial

O | 0O |24. Treatment to be administered

O | O |25 Medication permitted  including
rescue medication before and/or during the trial

Assessment of efficacy

O | O |26. Specification of the efficacy parameters

O | O |27. Methods and timing for
assessing, recording and analyzing of efficacy parameters

Assessment of safety

O | O |28 Methods and timing for
assessing, recording and analyzing safety parameters

O | O |29. Specification of safety parameters

O | O |30. Adverse event and intercurrent
illnesses

o (O |3L. Duration of the follow-up of subjects|
after adverse events

Satistics

o (0O |32 (St
tistical methods to be employed, including timing and planned interim analysis

O | O |33 Number of subjects planned to be
enrolled, reason for choice of sample size

O | O |34 Level of significance to be used

O | O |35 Criteriafor termination of the trial

O | O |36 Selection of subjects to be included in the analyses




()

Yes | No

O | O |L (Worldwide regulatory status should be described)

O | O |2 (Name and phone number of 24 hour contact
person)

I
(Common side effects and incidence should be described)

O | O |4 (Use of colloquial description)

O | O |5 (How and when to take the study drug should be described)

O | O |6. (Compensation and/or treatment in case of
trial-related injury should be described)

o | O |7 (Patient number should be described)

o (O |8 (Usual treatment and alternative therapy should
be described)

O | o |9 (Patient’s right (ask questions and withdraw) should be
described)

O | O |10. (Withdrawal criteria should be clearly
described)

O | O |1 (Participation is voluntary and
subject may withdraw at any time)

O | O |12 (Prohibited concomitant medication should be described)

O | O |13 (Foreseeable risks to the subject and, when applicable, to an
embryo, fetus, or nursing infant)

O | O |14. (Confidentiality should be described)

O | O |15 (Should be consistent with protocol)

O | O |16. (Purpose of trial should be described)

O | o |17. (Tria duration should be defined)

o (O |18 (Should not exaggerate efficacy of study drug)

O | O |19. / (Important exclusion/inclusion criteria should be
clearly described)

O (O |20. (Reasonably expected benefits should be described)

O | O |21 (Subject’s responsibilities should be described)

O | O |22 (Anticipated prorated payment should be described)

O | O |23 (Anticipated expenses should be described)

O | O |24. (Trial treatment should be described)




25. (Trial proceduresto followed, including all invasive
procedures)

26. (Monitor,
auditor, IEC, and regulatory authority granted direct access to subject’s records)
27. (Subject informed in atimely manner if

relevant information becomes available)
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