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ERCReference #: _
Principallnvestigator: _
Protocol Title: _

Protocol No. _

Inst./Dept.: _

Note: Kindlycheckbelow the document(s)for review.Submit 2 copiesof the newversionandsupportingdocuments(if applicable)

completedProtocolAmendment form andSummaryof the revisions.Onecopyof the newvesionmust indicate the track changes,

new text isshown in bold type. Theother copyof the newvesionmust bethe cleancopyof the document amended.

0 Protocol

o Major (e,gStudydesign,objectiveof study,procedures)Doesthis havesignificant impact on:

0 The safety or physical or mental integrity of the subjects, or

0 The specific value of the trial or

0 The conduct or management of the trial, or

0 The quality or safety of any IND used in the trial.

0 Minor (e,g Administrative changes, change of address, gramatical corrections)

New version no. & date:

o Informed Consent Form

0 Major (additional risks to the subjects (e,g Updates on side effects of study drug)

0 Minor (administrative changes, change oj address, grammatical corrections)

New version no. & date:

o Change in investigator/member of study team (Pis complete information below)

a}Addition (Kindly provide copy of individual's Curriculum Vitae. New members oJ the study team be ICH·GCPcertlftcate]

Name Position

b) Deletion

Name Position

oOtherStudyRelatedMaterials: PleaseSpcify(Kindly indicatetype of documentwith versiondate and no.)

Submittedby: Receivedby: (EReuseonly)

(Nameandsignatureof PrincipalInvestigators) (NameandSignature)

Date Date
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