Annex 6 to subitem 7.1.1 of Item 7.1 of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use

ReQUIREMENTS FOR DRAWING UP A CASE REPORT on ADVERSE REACTION or lack of efficacy of MEDICINAL PRODUCTS AT medical use (to be completed by manufacturer/applicant (or his representative)
Part I. Information about patient and adverse reaction
1. Initials.

Indicate patient's full name with initials; if the case is associated  with a medicinal product which had been taken by a pregnant women, or adverse reaction had been observed in fetus, indicate all data about mother (except for adverse reaction).

1a. Country

Country where the adverse reaction occurred.

2. Date of birth
Indicate day, month and year of patient’s birth.

2a. 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).

3. Gender
Indicate as Female or Male.

4-9. Category of adverse reaction

Indicate appropriate positions.

10. Description of adverse reaction (including data of laboratory-instrumental tests)/Indication of lack of efficacy of medicinal product.

Full description of adverse reaction. Comments, if relevant (especially in cases, when doctor’s and manufacturer’s evaluations of adverse reaction association with suspected medicinal product do not coincide).

11. Onset of adverse reaction

Day, month, year of adverse reaction onset.

12. End of adverse reaction

Day, month, year of adverse reaction end.

13. Outcome of adverse reaction

Indicate appropriate positions presented in Item 13.

Part II. Information about suspected medicinal product

14. Suspected medicinal product (trade name, dosage form).

Indicate trade name of a medicinal product suspected in adverse reaction association, its dosage form.
15. Single dose and frequency of suspected medicinal product

Indicate single dose of suspected medicinal product.

16. Mode of administration

Indicate mode of administration of suspected medicinal product.

17. Indications for use

List indications for use of suspected medicinal product.

18. Date of therapy

Indicate date of therapy beginning and date of therapy termination.

19. Therapy duration

Indicate duration of therapy with a suspected medicinal product.

20. Withdrawal of suspected medicinal product. Did reaction abate after withdrawal of suspected medicinal product?
Indicate appropriate positions.

21. Reintroduction of suspected medicinal product. Did reaction reappear after reintroduction of suspected medicinal product?
Indicate appropriate positions.

22. Dose reduction of suspected medicinal product. Did adverse reaction reappear after dose reduction of suspected medicinal product?
Indicate appropriate positions.

Part III. Information about concomitant medicinal products (except for medicinal products used for correcting sequela of adverse reaction)
PATIENT HISTORY.
23. Concomitant medicinal products (trade name, dosage form, single dose, frequency, mode of administration, therapy duration (from/to)

24. Other relevant information about development of adverse reaction (patient history, case history, allergy, laboratory tests data etc.)

Indicate patient history, case history, allergy, laboratory tests data.
Part IV. Information about manufacturer
25. Name and location of manufacturer

Indicate name and location of suspected medicinal product’s manufacturer.

26. Lot number

Indicate lot number of suspected medicinal product.

27. Date of getting information about adverse reaction by manufacturer

Indicate  the date of getting information about adverse reaction  to suspected medicinal product by manufacturer (day, month, year).

28. Source of reporting information about adverse reaction to manufacturer

Indicate appropriate items.

29. Date of completion of report

Date of writing report by manufacturer (day, month, year).

30. Signature of responsible person (manufacturer)

Put signature of responsible person.
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