M.Pharm II Sem
Clinical Research and Pharmacovigilance
Assignment 9. (Revision)
	1. All those planned and systematic actions that are established to ensure that the trial is performed and the data are generated, documented (recorded), and reported in compliance with Good Clinical Practice and the applicable regulatory requirements is?
a. Quality control
b. Quality assurance
c. Monitoring plan
d. Audit


	2. A compilation of the clinical and nonclinical data on the investigational product(s) which is relevant to the study of the investigational product(s) in human subjects is?
a. Protocol
b. SOP
c. Investigaotr’s Brochure
d. IMPD

	
3. document that relevant and current scientific information about the investigational product has been provided to the investigator
a. Signed protocol
b. Site initiation visit report
c. Investigators Brochure
d. GCP Training Record


	4. document that trial procedures were reviewed with the investigator and the investigator’s trial staff
a. Signed protocol
b. Site initiation visit report
c. Site signature log
d. Investigators Brochure


	5.According to ICH GCP where should Certificates of Analysis of IMP be filed
a. Sponsor file only
b. Investigator file only
c. Both sponsor and investigator files
d. Not specified

	
 6. ICH guidance on content of informed consent which word(s) is/are missing from the following: "That the subject's participation in the trial is ......."
a. Subject to investigator approval
b. Of benefit to future patients
c. Essential 
d. voluntary
	7. ICH GCP states that prior to participation in a trial the subject or their representative should personally date the written informed consent form.
a. True 
b. False






	8. Who developed the Declaration of Helsinki?
a. WMA
b. FDA
c. ICH
d. WHO


	9. According to ICH GCP when should the sponsor provide insurance or should indemnify (legal and financial coverage) the investigator/the institution against claims arising from the trial, except for claims that arise from malpractice and/or negligence? 
a. Always
b. If required by the applicable regulatory requirements
c. If required by the IRB/IEC
d. If required ny the investigator / the institution

	

	
	
	

	
	
	

	
	
	

	
	
	

	10. In ICH E2A what is the difference between the terms severe and serious?
a. These terms are synonymous
b. Severity (not seriousness) serves as a guide for defining regulatory reporting obligations
c. Severe relates to intensity of the event whereas serious relates to outcome of the event
d. Severe events are by definition also serious

	
11.  ICH E2A what criteria apply to adverse events which are subject to expedited reporting?
a. Severe and related
b. Serious and unexpected
c. Severe, unexpected and related
d. Serious, unexpected and related

	12. Non-therapeutic trials may be conducted in subjects with consent of a legally acceptable representative. Such trials, unless an exception is justified, should be conducted in which subjects?
a. patients who are unlikely to benefit from any other treatment
b. patients who have previously not responded to similar treatment
c. patients having a disease or condition for which the investigational product is intended
d. healthy subjects who are unable to give signed and dated written consent themselves

	13. According to ICH GCP subjects in these non-therapeutic trials where consent has been given by a legally acceptable representative should be particularly closely monitored and should be withdrawn in what situation?
a. if they show no efficacy
b. if they appear to be unduly distressed
c. if an efficacy effect is observed
d. if there is an available therapeutic trial

	14. What year was the original ICH GCP finalized?
a. 1993
b. 1994
c. 1995
d. 1996

	
15. In which year was the Declaration of Helsinki originally adopted?
a. 1957
b. 1964
c. 1971
d. 1978



