Annex 4 to Item 6.2 of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use

ReQUIREMENTS FOR DRAWING UP A REPORT ON ADVERSE REACTIONS at medical use of MEDICINAL PRODUCTS IN HEALTH CARE SETTINGS
1. Record number.

2. Source of notification form.

Indicate the source of notification form (in case of a regional hospital, it is necessary to indicate the central regional hospital to which it is subordinated).
3. Full name/№ of case or medical history.
Indicate patient’s name with initials (e.g., Koval Olena Ivanivna – K.O.I.). Also indicate record number of in-patient or out-patient medical history. 

4. Age, years.
For patients aged 3 years and over indicate the number of years (e.g., 4 years); for patients aged under 3 years indicate the number of months (e.g., 24 months); for patients aged under one month indicate the number of days (e.g., 5 days).

5. Gender
Indicate as Female or Male. If notification refers to a medicinal product which had been taken by a pregnant women, and adverse reaction had occurred in fetus all data about mother (except for adverse reaction) indicate a trimester of pregnancy.

6. Suspected medicinal product (trade name, manufacturer, country)

Indicate trade name of a medicinal product suspected in adverse reaction association, its presentation, manufacturer (full name), country.
7. Systemic manifestations of adverse reaction to suspected medicinal product
Indicate systemic manifestations of adverse reaction of medicinal product, namely, negative clinical manifestations associated with predominant or combined effect on function of gastrointestinal tract, skin, central nervous system, cardiovascular system, respiratory system, urinary, immune and other systems  because of the application of the suspected medicinal products or a combination of those resulting in certain dysfunction of vital functions.

8. Basic clinical and concurrent diagnoses

Indicate basic clinical and concurrent diagnoses of the patient who developed adverse reaction (including code of ICD -10).
9. Drug monotherapy

If only suspected medicinal product was prescribed, tick “yes”, if along with the suspected medicinal product other medicinal products were also prescribed, tick “no”.

10. Drug therapy duration (days)

Indicate the duration of therapy with suspected medicinal product till the adverse reaction onset. Hours, days, weeks, months or years of the duration may be indicated. If adverse reaction develops after taking one or more doses of a suspected medicinal product the dosage regimen shall be indicated.

11. Withdrawal of medicinal product

If a suspected medicinal product was withdrawn, tick “yes”, if the suspected medicinal product was not withdrawn, tick “no”.
12. Prescription of additional drug therapy

If additional drug therapy was prescribed for correction of a patient’s state as a result of the adverse reaction of a medicinal product, tick “yes”, if it was not prescribed tick “no”.
Sequela of adverse reaction of medicinal product:

13. Recovery without sequela

If manifestations of the adverse reaction in a patient disappeared without any sequela, tick “yes”, if after withdrawal of a suspected medicinal product or prescription of additional treatment residual manifestations of an adverse reaction, tick “no”.
14. Prolongation of hospitalization

If owing to the development of adverse reaction the hospitalization was prolonged or adverse reaction caused the patient’s hospitalization, tick “yes’, if because of development of adverse reaction the hospitalization duration wasn’t prolonged, tick “no”.
15. Other

Indicate remote manifestations of adverse reaction in the patient during the year, death as a result of adverse reaction, adverse reaction resulted in infant’s death in pregnant woman or any other sequela of adverse reaction not indicated above.
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