Attachment of the Contract
between the Ministry of Labour, Health and Social Affairs of Georgia and 

RUP “BELPHARMATSIYA” on donation of pharmaceutical product 

envisaged under the Memorandum of Understanding between the Government of the Republic of Belarus and the Government of Georgia dated ………. 2017
Drug Safety Definitions
Abuse: Persistent or sporadic intentional excessive use of a Medicinal Product by a patient or Clinical Trial subject.

Adverse Event (“AE”): Any untoward medical occurrence in a patient or clinical investigation subject administered a medicinal product and which does not necessarily have to have a causal relationship with this treatment. An Adverse Event (AE) can therefore be any unfavourable and/or unintended sign (including an abnormal laboratory finding, for example), symptom, or disease temporally associated with the use of a medicinal product, whether or not considered related to the medicinal product.  AEs may also include pre- or post-treatment complications that occur as a result of protocol mandated procedures, lack of efficacy, Overdose or drug Abuse/Misuse reports. Pre-existing events that increase in severity or change in nature during or as a consequence of participation in the clinical study shall also be considered AEs.

Adverse Reaction (“AR”): An untoward medical occurrence (unintended or noxious responses) considered causally related to an investigational or authorized medicinal product at any dose administered. Adverse Reactions may arise from Medication Errors, uses outside what is foreseen in the protocol or prescribing information (off-label use), Misuse and Abuse of the product, Overdose or Occupational Exposure where applicable.

Lack of Effect Report: A report of a situation where there is apparent failure of the medicinal product or medical technology to bring about the intended beneficial effect on individuals in a defined population with a given medical problem, under ideal conditions of use. NOTE: Lack of Effect reports from Clinical Studies refer to situations where the product is administered within the authorized indication and use.
Medication Error: Any unintentional error in the prescribing, dispensing or administration of a medicinal product while the medication is in the control of a healthcare professional, patient or consumer.
Misuse: Use of a medicinal product that is intentional and inappropriate and not in accordance with its authorized product information. 
Occupational Exposure: Exposure to a medicinal product as a result of one’s professional or non-professional occupation.

Off-label Use: Where a medicinal product is intentionally prescribed by a Health Care Professional for a medical purpose not in accordance with the authorized product information with respect to indication, dose or patient population (e.g. the elderly). NOTE: Off- Label Use will not apply in Clinical Studies.
Overdose: Administration of a quantity of a medicinal product given per administration or cumulatively which is above the maximum recommended dose as per the protocol or in the product labelling. The Parties agree that in the course of conducting a clinical study, the terms of the clinical study protocol (as fully approved by all applicable bodies) overrides the local product labelling.

Pregnancy Reports: Reports of pregnancy following maternal or paternal exposure to the product. 

Product Complaints: Complaints arising from potential deviations in the manufacture, packaging or distribution of the medicinal product.

Serious Adverse Event (“SAE”) / Serious Adverse Reaction (“SAR”):  An event or any untoward medical occurrence that at any dose either:

a) Results in death; or

b) Is life-threatening

NOTE: The term “life-threatening” in the definition of “serious” refers to an event in which the patient was at risk of death at the time of the event; it does not refer to an event which hypothetically might have caused death if it were more severe; or

c) Requires in-patient hospitalisation or prolongation of existing hospitalisation; or

d) Results in persistent or significant disability/incapacity; or
e) Results in a congenital anomaly/birth defect; or 

f) Results in a medically important event or reaction.

NOTE: medically important event: AEs requiring medical and scientific judgment to determine if expedited reporting is appropriate.  Such events may not be immediately life-threatening or result in death or hospitalisation but may jeopardise the patient or may require intervention to prevent one of the other outcomes constituting SAEs.  Medical and scientific judgement should be exercised in deciding whether an event is a medically important event.  Examples of medically important events include intensive treatment in an emergency room or at home for allergic bronchospasm; blood dyscrasias or convulsions that do not result in hospitalisation; or development of drug dependency or drug Abuse.  For the avoidance of doubt, infections resulting from contaminated medicinal product shall be considered a medically important event and subject to expedited reporting requirements.
Special Situation Reports (“SSR”): One of a) Pregnancy, b) Abuse, c) Medication Error, d) Misuse, e) Off-Label Use, f) Overdose, g) Lack of Effect, h) AEs in infants following exposure from breastfeeding, i) AEs associated with Product Complaints or arising from Occupational Exposure. For the avoidance of doubt this applies to all reports including reports in a pediatric or elderly population.  

NOTE: This is not an exhaustive list and any safety information should be reported to Gilead’s Drug Safety Public Health (DSPH).

	Please complete as many details as possible and forward within one business day to:
     


	Program Details

	Name of Program:
     
	Form Completed By

	
	Print Name:
     
Signature: 
     
Telephone Number:
     

Fax No/Email:
     

	Name of Organisation:
     
	

	Date aware of Safety Information: 
     
	

	Country of Occurrence of Safety Information
     
	

	Patient Details

	Age:        
	Initials:
     
	Sex:    Male  ☐          Female
☐
	DOB:      
 (or year of birth):        

	Drug Details  (Provide additional drugs on a separate page)

	Drug Name
	Dose
	Route
	Start Date
(DD/MON/YYYY)
	Stop Date (or On-going)
(DD/MON/YYYY)
	Reason For Taking
	Lot/Batch No

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     

	Safety Information Details: Please provide a short summary of the adverse event(s) (AE) or other safety information (e.g. reports such as pregnancy, death, hospitalization, overdose, misuse, abuse, medication error, lack of effect, off-label use, occupational exposure, AEs associated with product complaints or AEs in an infant following exposure from breastfeeding). Please include the start and stop dates and the outcome of the event(s) or confirm if the event(s) is/are still ongoing. Please also provide any treatment given to treat the event(s), any relevant medical history and for reports of death include the date of death – continue on another page if necessary.  

	     

	Does the Reporter consider that the event(s) were possibly related to the drug?
Yes   ☐                       No   ☐
	Has this safety information previously been reported to a Regulatory Authority?
Yes   ☐                       No   ☐

	Reporter Details (i.e. who notified you of the above safety information?)

	Is the Reporter a:  Doctor  ☐          Nurse  ☐          Pharmacist  ☐        Non-healthcare professional (e.g. patient, relative)* ☐  
If the Reporter is a Healthcare Professional (HCP) and they are willing to provide us with their contact information, please record below 

	*If the Reporter is a Non-healthcare professional, please confirm if they are willing to provide contact information for their HCP:               
Yes  ☐   (Please record HCP details below)                  No  ☐

	HCP Name:
     
	HCP Address
First Line:   
                                     

Town/City:       
          

County/State:      
         

Postcode/Zip code: 
     

	HCP Telephone No/FAX No:
     
	

	HCP Email:
     
	


Please be aware that information provided to the Ministry of Labour, Health and Social Affairs of Georgia(MoLHSA) relating to you, may be used to comply with applicable laws and regulations.  By providing us with information you are consenting to the control and processing of this personal or sensitive data by MoLHSA in accordance with applicable data protection laws and the MoLHSA privacy policy.

