Annex 7 to item 7.2.

of Procedure for Surveillance over Adverse Reactions to Medicinal Products Permitted for Medical Use
Structure of Periodic safety updated report of medicinal product Permitted for medicla use
І. Cover page
<Serial Number>   

Periodic safety updated report on medicinal product
(periodic report)
International name (s), АТС: code(s)
	Trade name of medicinal product 
	Composition of medicinal product 
	Serial number of registration certificate 
(in Ukraine)
	Date of issue of registration certificate 
(in Ukraine)
	Holder of registration certificate 

	< >
	< >
	< >
	< >
	< >


Status of medicinal product in ukraine: Registration/Re-registration
Licensing procedure in EС: Centralized/mutual recognition/national
International birth date (IBD):  Date
Reporting period: From <Date> – till <Date>

Date of reporting: <Date>

Volume: <Number/Total number of volumes>

Other information: <Other descriptive information>

Next report will cover the period: From <Date> – till <Date>
Name and address of the registration certificate’s holder: 

<Name>

<Address>

Authorized person, responsible for pharmacovigilance (incl. in Ukraine), contact details:

<Full name.>

<Address>

<Phone/fax>

<E-mail> 

Signature:  
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Distribution list
	Regulatory authority
	Number of copies

	State Pharmacological Center MoH Ukraine
	


ІІ. Report’s content
List of abbreviations (if necessary)

1. Introduction
2. World-wide market authorization status (table format: country, registration certificate’s number, date of issue of marketing authorization and further renewal; any restrictions of license conditions; indications for use; date of entering the market; trade name(s)).
3. Update of actions taken by regulatory authority or registration certificate holder for safety* reasons (marketing authorization withdrawal or suspension; rejection in registration; restriction of use; dosage modification; change in indications; formulation changes, etc. The safety-related reasons that led to appropriate actions should be described and the required documentation appended; with copies of relevant reports).
4. Changes to reference safety information (changes to safety data of manufacturer/applicant related to contraindications, warnings and adverse reactions to medicinal product or due to its interaction with other medicinal products already made during the period covered by the report should be clearly described with submission of the modified sections. When essential differences exist between the submitted instructions for use/package leaflet of medicinal product and EC safety data of medicinal product (or official data sheets/product information document approved in Ukraine), a brief comment should be prepared by the manufacturer/applicant or his representative describing the present differences and their consequences on the overall safety evaluation and actions proposed or initiated. This commentary may be provided in the cover letter or addendum accompanying the periodical report).
5. Patient exposure (an estimate of the number of patients exposed should be provided along with the method used to derive the estimate: patient-days, number of prescriptions or number of dosage units of medicinal product, etc. If these or other more precise measures are not available the bulk sales (packaging, presentation unit or tonnage) may be used. If the number of patients is impossible to estimate the appropriate explanations and justifications should be presented. The estimation of patient exposure and estimation method used to derive the estimate (adverse reaction incidence during use of this medicinal product, etc.) should be presented.
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When pattern of report indicates a potential problem, details by countries (locally recommended daily dose) or other segmentations (e.g., indications, dosage forms) should be presented.
6. Presentation of individual case histories
6.1. General considerations 

6.2. Cases of adverse reactions presented as line listings. 

The line listings should include each patient only once, regardless of how many adverse reaction terms are reported for the case. If there is more than one reaction, they should all be mentioned but the case should be listed under the most serious ADR (symptom, diagnose) as judged by manufacture/applicant (or his representative).
Spontaneous reports on adverse reaction of medicinal product 
а. Received by manufacturer (manufacturer/applicant case reference number; country, in which case occurred; source of report; patient’s age and sex; dosage regimen of suspected medicinal product; date of onset of adverse reaction; date of initiation and end of therapy (duration of treatment); description of reaction as reported; patient outcome (e.g., fatal, resolved, complicated); comment (casualty assessment, if the manufacturer disagrees with the reporter; concomitant medications, suspected to play a role in the reaction development; indications treated with the given medicinal product; dechallenge/rechallenge results, etc.)). 
б. Received by regulatory authorities (provide data on adverse reaction of medicinal product received by the Center):

· expected/unexpected
· serious/non-serious
6.3. Analysis of lists. 
6.4. Summary tabulations (an aggregate summary for each of the line listings introduced in separate summary tabulations for serious and not serious reactions being registered or not registered by manufacturer/applicant. When there is lack of information for summary tabulation the data should be presented as a narrative description).

6.5. Analysis of individual case histories by manufacturer/applicant (if necessary).

7. Studies
7.1. Newly analyzed safety studies (all studies containing important safety information and newly analyzed during the reporting period should be described including data from epidemiological, toxicological or laboratory investigations).

7.2. New safety studies (planned, initiated or continuing during the reporting period). 
7.3. Published safety studies.
8. Other information. 

8.1. Efficacy-related information.

8.2. Late-breaking information. 

Annex 7, continued
9. Overall safety evaluation.
Updated information related to the following sub-items:
9.1. In this section the manufacturer/applicant or his representative should present a concise analysis of data along with assessment of significance of the data collected during this period. The collected data about adverse reactions should be analyzed and the following information should be presented:

- changes in characteristics of reactions listed by the company (severity, outcome, target population);

- number of serious unlisted reactions (not mentioned in instruction/package leaflet for medical use);

- number of non-serious unlisted reactions (not mentioned in instruction/package leaflet for medical use);

          - number of serious listed reactions (mentioned in instruction/package leaflet for medical use);

- number of non-serious listed reactions (mentioned in instruction/package leaflet for medical use);

 - an increased reporting frequency of listed expected reactions, including comments on whether it is believed the data reflect essential changes in medicinal product safety assessment. 

The following sections should explicitly address any new safety issue with comment and assessment of significance of new information on the following:

9.2. Drug interactions. 

9.3. Experience with overdose.

9.4. Drug abuse, accidental or irrational.

9.5. Experiences during pregnancy or lactation.

9.6. Experience in special patient groups (children, elderly, organ and system impaired). 
9.7. Effects of long-term treatment
10. Conclusion
The conclusion should:

- indicate which safety data do not remain in accord with previous obtained experience and with the reference safety information:

- specify and justify any action recommended or initiated; 
- make overall conclusion about safety of medicinal product during reporting period. 

When decision is taken about introduction of changes to Instructions for medical use/package leaflet, the manufacturer/applicant or his representative 
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should submit application on introduction of changes along with periodical report or present a schedule of submission of these documents. 
V.T. Chumak 
Director,
State Pharmacological Center MoH Ukraine
.

*If  the periodic report is submitted in English, sections  3, 4,  and 10 should be presented in Ukrainian or Russian. Section 9 of periodic report should be presented in Ukrainian or Russian, on Center's request.





