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Continuation of Annex 6

Annex 6 
to the Procedure of pharmacovigilance (subparagraph 3 of paragraph 1 of section IV)

	A report form for adverse reaction of medicine, vaccine, tuberculin and / or lack of efficacy, and / or an adverse reaction after immunization / tuberculin diagnosis (ARAI)
	MEDICAL DOCUMENTATION
Form № 137/о
 1

	The report is filled out and provided to the State Enterprise "State Expert Center of the Ministry of Health of Ukraine" (Ushinskogo str., 40, Kyiv, 03151, Pharmacovigilance Department, tel / fax: +38 (044) 498-43-58; e-mail: vigilance@dec.gov.ua). The electronic form of the report form is posted on https://aisf.dec.gov.ua 



І.  INFORMATION ABOUT THE PATIENT

	Full name
	Illness history / outpatient card number

	Birth date/ age

	Sex
	Weight (kg)
	Height (cm)

	
	
	
	•male •female
	
	



ІІ. SUSPENDED AR/LЕ/ARAI

	Suspected AR (describe each clinical manifestation of the AR/ ARAI indicating the dates and time of the beginning and the end and consequence) / Note LE

Date and time of the beginning of AR/LE/ARAI __________  
Date and time of the end of AR/LE/ARAIІ
 __________  

AR/LE/ARAI  correction:
• without treatment • non-medicated treatment
• medical therapy • surgical intervention • dialysis

	Consequence of AR/LE/ARAI
• recovery without consequences
• recovering
• without changes
• recovery with consequences
• death
• unknown


	Are these manifestations of AR/ARAI is considered to be serious (in case of AR/ARAI in general) • yes • no      

	If so, it is indicated why the AR/ARAI  is considered to be serious (one or more reasons are noted):

	• death of the patient / ___ / ___ / _____ / (date of death)
• life threatening
• hospitalization / continuation of hospitalization of a patient

	• prolonged incapacity
• congenital malformations
• another important medical evaluation
• disability
• A group of ARAI



ІІІ. INFORMATION ABOUT DISPUTED MEDICINAL PRODUCTS, VACCINES, TUBERCULIN

	Suspected medicine, vaccine, tuberculin
(trade name, pharmaceutical form, manufacturer)

	Serial number
	Indications (if possible, according to ICD-10)
	Strenght
	Single dose
	Multiplicity of drug intake
	Method of administration
	Date and time of therapy initiation 
	Date and time of end of therapy

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



	   
Measures taken in relation to suspected medicine, vaccine, tuberculin for AR/LE/ARAI correction
• the withdrawal of a suspected medicine           • unknown
• not applied (for example, if suspected medicine, vaccine, tuberculin are used once)
• medicine therapy AR/LE/ARAI (medicine, strength, duration of appointment are indicated)
 

Whether suspected drugs were prescribed, the vaccine repeatedly • yes • no
If so, it should be noted whether it was:
• a decrease in the dose of suspected medicine (how much)
• an increase in the dose of suspected medicine (how much)
• the dose was not changed

Whether the AR/LE reoccurred after reassignment of the suspect medicine? • yes • no
    








ІІІа. ADDITIONAL INFORMATION IN CASE OF
ARAI TO VACCINES OR TUBERCULIN

	Category of immunization or 
tuberculin diagnostics

	Category of ARAI 

	• mass campaign for immunization
• age-based vaccination
• children's preschool institution
• school
• a medical room for those who travels
• tuberculin diagnostics
• other

	 reaction to vaccine / tuberculin
• program error
• accidental event
• reaction to an injection / fear of immunization / tuberculin diagnostics
• unknown

	Dose number (for vaccine)
	Place of administration of the vaccine / tuberculin
	Method of administration of the vaccine / tuberculin

	• first
• second
• third
	 the fourth
• fifth
• >  than fifth

	• left shoulder
• right shoulder
• shoulder (without specification)
• left thigh
• right tigh
	 thigh (without specification)
• left forearm
• right forearm
• forearm (without specification)

	• orally
• intramuscularly
• intradermally
• subcutaneously
• other ____________




	
	
	
	

	Expiration date
/___/___/_______/
	
	
	

	
Data on the life anamnesis of the person who was immunized / tuberculin diagnostics (vaccination history, presence of reactions to previous vaccine, tuberculin administration, presence of acute or exacerbation of chronic disease for 1-1.5 months before immunization / tuberculin diagnostics, the use of immunosuppressive therapy for 1 month, and blood medicines for 3 months prior to immunization / tuberculin diagnostics, etc.)
_______________________________________________________________________
_______________________________________________________________________
_______________________________________________________________________
_______________________________________________________________________







ІV. INFORMATION ABOUT COMPETITIVE MEDICINAL PRODUCTS
(with the exception of drugs used to correct the effects of AR/LE/ARAI)

	Suspected medicine, vaccine, tuberculin
(trade name, pharmaceutical form, manufacturer)

	Serial number
	[bookmark: _gjdgxs]Indications (if possible, according to ICD-10)
	Strenght
	Single dose
	Multiplicity of drug intake
	Method of administration
	Date and time of therapy initiation 
	Date and time of end of therapy

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	



	Other important information (concomitant diagnoses, data of laboratory and instrumental researches, allergoanemnesis, pregnancy with indication of the term of pregnancy, method of conception, pregnancy outcome (if the pregnancy is completed, date of birth, type of delivery, etc.))
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________
________________________________________________________________________




	V. INFORMATION ABOUT REPORTER


Full name _________________________
Specialty _____________________
Health institution____________
__________________________________
Location____________________________________________________
E-mail_____________________________
Tel.______________   Date ___________

	VІ. INFORMATION ABOUT THE MEDICINE / PHARMACEUTICAL SPECIALIST (if it is not the informant)

Full name____________________________ 
Specialty _______________________
Health institution______________
____________________________________
Location________________________________________________________
E-mail ______________________________
Tel. _____________   Date _____________





REQUIREMENTS FOR FILLING A REPORT-CARD
I. Patient Information
Full name of the patient (surname, first name and patronymic of the patient are indicated by the first letters.) If the message concerns the medicinal product, the vaccine taken by the pregnant woman and the adverse reaction arose in the fetus, all data (except an adverse reaction) are given about the mother).
Number of the history of the illness / outpatient card (indicate the patient's history or patient outpatient card number).
Date of birth / age (indicate the day, month and year of birth of the patient: For patients aged 3 years and above, years are indicated (for example, 4 years), for patients under 3 years - months (for example, 24 months), for patients under the age of one month - Days (for example, 5 days)).
Gender (denoted by either F or M). If the message relates to the medicinal product, the vaccine taken by the pregnant woman and the adverse reaction occurred in the fetus, all data (with the exception of the adverse reaction) is given about the mother with the indication of the trimester of pregnancy).
Weight ( the weight of the patient is indicated in kg).
Height (the height of the patient is indicated in cm).
[bookmark: _GoBack]
II. Suspected AR/LE/ARAI
Suspicious AR/ARAI (each clinical manifestation of AR/ARAI is described indicating the dates, time, start, end, and consequence) / Indication of LE (each AR/ARAI is described indicating the dates and time of the beginning and end and the result of AR / BE / ARAI. In message about the birth defects of the fetus the date of birth or the term of pregnancy is indicated).
Consequence of AR / BE / ARAI (the relevant positions are indicated).
Correction of AR / BE / ARAI (the corresponding positions are indicated).
What are the manifestations of AR / ARAI (in case of AR / ARAI as a whole) (corresponding positions are indicated. In the case of a group ARAI, the report cards are filled in for each patient who has registered ARAI and who had an immunization / tuberculin diagnostic).

III. Information on suspected medicine, vaccine, tuberculin
Suspected medicine, vaccine, tuberculin (trade name, form, manufacturer) (indicate the trade name of the medicinal product, vaccine, tuberculin, suspected of the involvement in the occurrence of AR / BE / ARAI, dosage form, manufacturer).
The serial number (the number of the suspect medicine series, vaccine, tuberculin is indicated).
Indications (indications for a suspected medicine, vaccine, tuberculin (if possible, under ICD-10) are indicated).
The strength of action (indicate the content of the active substance (s) in quantitative terms per unit dose, or unit of volume, or unit of mass according to the dosage form of the suspected medicine, vaccine, tuberculin).
Single dose (single dose of suspected medicine, vaccine, tuberculin).
Multiplicity of reception (indicate the multiplicity of reception of suspected medicine, vaccine, tuberculin).
Method of administration (indicatie the method of administration of a suspected medicine, vaccine, tuberculin).
Date and time of the beginning of therapy (date, month, year and time of appointment of suspected medicine, vaccine, tuberculin).
Date and time of the end of therapy (date, month, year and time of the end of the use of the suspect medicine, vaccine, tuberculin).
Measures taken in relation to the suspected medicine, vaccine, tuberculin for the correction of AR / BE / ARAI (the relevant positions are indicated).

IVN. Information about related drugs (with the exception of med used to correct the effects of PR / NPPI / BE)
Related drugs, vaccine, tuberculin (trade name, pharmaceutical form, manufacturer, serial number) (indicate the trade names of the concomitant medications that are prescribed, their release form, manufacturer, serial number).
Indications (indications for the appointment of concomitant drugs, vaccine, tuberculin (if possible, by ICD-10) are indicated.
The strength of action (the content of the active substance (substances) in the quantitative expression per unit dose, or unit of volume, or unit mass according to the pharmaceutical form of the accompanying medicinal products, vaccines, tuberculin) is indicated.
Single dose (single dose of suspected drug, vaccine, tuberculin).
Multiplicity of reception (indicating the multiplicity of reception of suspected medicinal product, vaccine, tuberculin).
Method of administration (the method of administration of related medicines, vaccines, tuberculin is indicated).
The date of beginning of treatment (day, month and year of appointment of related medicines, vaccines, tuberculin).
The date of the end the therapy (day, month and year of the end of the use of concomitant medications, vaccines, tuberculin).
Other important information (concomitant diagnoses, data from laboratory and instrumental studies, allergy, pregnancy with indication of the term of pregnancy, conception, pregnancy outcome (if the pregnancy is completed, date of birth, type of delivery, etc.)) (data that may affect the manifestation of the side reactions / lack of efficiency, but not directly related to it).

V. Information about the reporter
The surname, name, patronymic of the reporting officer, specialty, organization (health care institution), postal address of the organization, electronic address, telephone, date of filling are indicated.

VІ. Information about a medical / pharmaceutical specialist (if not a contributor)
The surname, name, patronymic of the medical / pharmaceutical specialist, the specialty, the health care institution, the location, the electronic address, the telephone, the date of filling, are indicated.

