Annex 2 to Item 5.2 of the Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use

REQUIREMENTS TO COMPLETION OF Report form on ADVERSE REACTION  or lack of efficacy of MEDICINAL PRODUCT at medical use( (to be completed by doctor) 
Part I. Patient information 

1. Initials.

Patient’s name (first, last) to be indicated by first letters; if notification is about medicinal product which had been taken by a pregnant woman, and adverse reaction had occurred in fetus, all data about mother (except for adverse reaction) should be given. 
2. № of case history or medical history

Indicate № of case history or medical history.
3. Date of birth

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

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. Sequela of adverse reaction.

Indicate appropriate positions of Item 6.
7. Clinical diagnosis (indicating codes according to ICD - 10 (International Classification of Diseases))
Indicate clinical diagnosis for which the suspected medicinal product was indicated according to the appropriate ICD – 10 headings.

8. Other important information (case history, laboratory tests data, allergy etc.)

Indicate the data which may influence the adverse reaction manifestations but had no direct association with them.
Part II. Information about adverse reaction/ lack of efficacy
9. Onset of adverse reaction/lack of efficacy of a medicinal product
Indicate day, month, year of the onset of adverse reaction. Information about congenital anomaly of fetus shall contain birth date of infant or pregnancy term which are indicated in Item 9.
10. End of adverse reaction

Indicate day, month, year of adverse reaction end.

11. Adverse reaction persists

Indicate if by the time of submission of notification the manifestations of adverse reaction still persist.

12. Description of adverse reaction/ statement of lack of efficacy
Describe in detail an adverse reaction, including direct manifestations of the adverse reaction as well as give a brief description of all clinical information related to the adverse reaction detected. If possible, add to the history the extracts from medical or case history (case records).
13. Category of adverse reaction

Indicate appropriate positions of Item 13.

Part III. Information about suspected medicinal product and its manufacturer
14. Suspected medicinal product (trade name, dosage form)

Indicate trade name of a medicinal product suspected in causing adverse reaction, its dosage form.
15. Manufacturer, country

Indicate manufacturer of suspected medicinal product (full name), country.

16. Lot number

Indicate lot number of suspected medicinal product.

17. Indications for use

List indications for use of suspected medicinal product.

18. Single dose
Indicate single dose of suspected medicinal product.
19. Dose frequency

Indicate dose frequency of suspected medicinal product.

20. Mode of administration

Indicate mode of administration of suspected medicinal product.

21. Date of starting therapy with suspected medicinal product
Indicate day, month and year of prescription of medicinal product.

22. Had the patient ever taken a suspected medicinal product in the past?
Indicate appropriate positions of Item 22.
23. If yes, what adverse reactions occurred?
Indicate appropriate positions of Item 23.

Part IV. Information about concomitant medicinal products

24. Concomitant medicinal products (trade name, dosage form)

Indicate trade name of concomitant medicinal products prescribed, their dosage form.

25. Single dose

Indicate single dose of concomitant medicinal products.

26.  Dose frequency

Indicate dose frequency of concomitant medicinal products.

27. Mode of administration

Indicate mode of administration of concomitant medicinal products.

28. Therapy duration (from/till)

Indicate day, month and year of starting and terminating therapy using concomitant medicinal products.

Part V. Correction of adverse reaction

Indicate appropriate items.
Part VI. Causal association of clinical manifestations of adverse reaction and suspected medicinal product

Indicate appropriate items.

Part VII. Reporter information

29. Reporter name (first, last), phone/fax

Indicate reporter name (first, last), contact details: phone, fax.

30. Name and address of manufacturer/health care setting
Indicate name and address of manufacturer/health care setting where a doctor works.
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