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1 Study Name

Seroprevalence of Hepatitis C among Injection Drug Users 

2 Study Goals

· To identify the incidence of antibodies (i.e. seroprevalence) among injection drug users in the Czech Republic and to identify factors influencing this prevalence. 

· To evaluate information on hepatitis C and the methods of prevention applied among injection drug users

· To acquire information on practices applied to acquire instruments for the taking of drugs by injection and on attitudes to these practices, and to identify factors influencing these practices 

· To identify multiplication factors for an estimate of the prevalence of injection drug users

3 Study Management

3.1 Study Commissioner

PHARE TWINNING PROJECT – Strengthening National Policy to Combat Illicit Drugs

3.2 Study Coordinator in the Czech Republic 

National Monitoring Centre for Drugs and Addiction, Office of the Government of the Czech Republic (Národní monitorovací středisko pro drogy a závislosti při Úřadu vlády ČR)

4 Methodology

The study is a multi-centric cross-sectional questionnaire-based study combined with a qualitative test of the presence of antibodies against viral hepatitis C (‘hepatitis C test’) conducted among active injection drug users (‘clients’) at low-threshold contact centres for drug users (‘K-centres’ or ‘centres’). The following centres are involved in the study:

Name
Address
Town

K-centre HAUS
Gahurova 1563/5, 760 01
Zlín

K-centre
Husovo nám.66/8, 405 02
Děčín

K-centre Drug Out Club
Stará 1, 400 01 
Ústí nad Labem

K-centre Plzeň 
Havířská 11, 301 00
Plzeň

Contact Centre to Lessen Drug-Related Risks 
Češkova 2701, vchod z ul. Demokratické mládeže, 53002
Pardubice

K-centre Renarkon
Mariánskohorská 29, 702 00
Ostrava Moravská Ostrava

K-centre Pod slunečníkem
Hradecká 16, Opava 1
Opava

K-centre Walhalla
Sokolská 48, 772 00
Olomouc

K-centre
Rumunská 56, 460 01
Liberec

K-centre Laxus
Pospíšilova tř. 698, 500 03
Hradec Králové

K-centre Karlovy Vary
Krále Jiřího 38, 360 01
Karlovy Vary

Centrum u Větrníku
U větrníku 17, 58601
Jihlava

K – centrum
F.A. Gerstnera 2, 370 01
České Budějovice

K- Centrum
Klokotská 114, 39001
Tábor

K- centrum Drug azyl
Vídeňská 3, 639 00
Brno

Drop-in
Karolíny Světlé 18, 110 00
Prague 1

K-centre SANANIM
Osadní 2, 170 00
Prague 7

Terénní programy SANANIM
Novovysočanská 604/A, 19000
Prague

Drop-in
Kubelíkova 27, 130 00
Prague 3

Host
Plzeňská 211, 128 00
Prague 5

4.1
Sampling

4.1.1
Sample Size and Structure 

A total of 1,000 clients, including 360 from Prague and Central Bohemia and 640 from the rest of the Czech Republic, structured according to the table below. The following sampling process was used: 20 clients from each region as the standard section of the sample, plus a further 20 to 60 clients in each region based on an estimate of the number of injection users in that region. Under the given conditions, and considering the numbers involved, the probability that the sample is representative for the Czech Republic as a whole, and then separately for Prague and separately for the remainder of the Czech Republic, is 95%. This is based on the following assumptions: (1) the number of injection drug users in the Czech Republic is estimated at 30,000 people, of which 10,000 are in Prague; (2) seroprevalance of hepatitis C among injection drug users is estimated at 30% (25%-35%). 

Number of persons involved in the sample by region 

Region
Estimated number of IDUs
Standard section of sample
Proportional section of sample
Total size of sample

Prague (plus Central Bohemia) 
10000
…
…
360

Jihočesko
1500
20
30
50

Plzeňsko
1500
20
30
50

Karlovarsko
1000
20
20
40

Ústecko
2500
20
50
70

Liberecko
1000
20
20
40

Královéhradecko
1500
20
30
50

Pardubicko
1250
20
25
45

Vysočina
1250
20
25
45

Jihomoravsko
2500
20
50
70

Olomoucko
1500
20
30
50

Zlínsko
1500
20
30
50

Moravskoslezsko
3000
20
60
80

Total
30000
…
…
1000

4.1.2
Number of Clients by Centre 

The non-Prague centres involved in the study make up the sample as described in the table above depending on the region they are in. The Prague centres make up the sample as follows:

Size of samples at Prague centres:

Centre
Number of persons in study

Drop In
180

Sananim
180

4.1.3
Recruitment of Clients for Study

All clients who meet a worker at a centre involved in the study (‘interviewer’) and who meet the criteria for admittance to or disqualification from the study (see below) will be included in the study. This means that there will be no selection process, no matter how random it might seem to the interviewer. Interviewers will keep ongoing records about those clients who refuse to participate in the study (see ‘Study Organisation’). Participation in the study is entirely voluntary. All clients who take part in the study will be informed in the required manner of the goals and course of the study and will sign informed consent forms (see Study Organisation).

4.1.3.1
Criteria for Admittance to or Disqualification from Study 

Clients who meet the following criteria will be included in the study:

1. injection use of drugs in the 12 months prior to the date the questionnaire is collected 

2. mental and physical ability to understand the questionnaire, the test, and other instructions

3. signature of informed consent 

4. aged at least 15 years old 

Clients who meet the following criteria will be disqualified from the study:

1. currently undergoing substitute therapy 

2. have taken part in this study before at either the same or another centre 

3. evidently unable to cooperate in the collection of data and during the test

5 Study Organisation

5.1 Data Collection

The data collection stage of the study, i.e. the performance of the study at the centres, requires the completion of four questionnaire modules and the taking of a hepatitis C test. Data are collected from each client over a sequence of tasks, the content and order of which must be respected. The individual tasks are listed in chronological order. Data collection will be the responsibility of a centre worker or centre workers who have been duly informed of the instructions on how to perform the study at an instructive meeting before the study begins (see schedule) and who have been made acquainted with the study manual. Each centre will report the names of these workers to the coordinator by 13 September 2002. 

5.1.1 Client Contact and Introductory Procedure 

For information on how clients are selected see ‘Recruitment of Clients for Study’ above. When the initial contact has been made, clients must be told, to the required extent, of the purpose and goal of the study and their written informed consent to their participation must be sought. A specimen of this consent is given in an appendix to this manual. When they sign the consent form, clients receive written information about the study and contact details for a healthcare facility in case they need further health care (see appendix).

5.1.2 Completion of Questionnaires

The introductory procedure is followed by the completion of the questionnaire. Special attention must be paid to the criteria for study admittance or disqualification. In cases where clients fail to meet the conditions for participation in the study, they will not be required to fill in the questionnaire or take the hepatitis C test. They are given oral and written information about the different types of viral hepatitis and about harm reduction (see below). The interviewer must ask the questions in the order they appear in the questionnaire and must respect the order of the individual modules. The interviewer must follow instructions on how to ask questions where they are specified in the notes to individual questions in the questionnaire. Clients do not complete the questionnaire themselves. Modules I and II are collected before the hepatitis C test is taken; modules III and IV are collected after the test. 

5.1.3 Testing

This is an assisted test, i.e. the interviewer helps the client through the test. Conditions regarding hygiene and the regime used for the test are described below. During the test, the instructions contained in the test information (see packaging) must be followed. In particular, the required volume of blood must be collected in the capillary tube for the test to be valid. 

5.1.3.1 Counselling

Before the test, counselling is provided to clients; they are informed of the principle of the test to detect antibodies, the existence of the immunological window, possible results, and the suitability of seeking further treatment in cases of test reactivity. After the test, clients are told the result of the test; the meaning of the result is explained to them. They are then given verbal and written information on how to prevent infections passed on through the blood and how drugs can be taken more safely. In this respect, centres will be supplied with a sufficient amount of written material. 

5.1.4 Sequence of Events

The following content and order must be respected when collecting data:

1. Client contact

2. Information on the study’s goals and content

3. Gaining of written informed consent 

4. Client supplied with written information on the study’s goals and content 

5. Check of the criteria for admittance to/disqualification from the study 

6. Completion of Modules I and II of the questionnaire 

7. Pre-test counselling

8. Test

9. Post-test counselling

10. Completion of Modules III and IV of the questionnaire

11. Provision of written material on harm reduction

12. Acknowledgement of participation in the study, remuneration of client where appropriate 

5.2 Hygiene Conditions

Hepatitis C tests may only be carried out on premises where Operating Regulations for Capillary Tests have been approved by an authority responsible for the protection of public health. In particular, during tests it is necessary to respect principles of hygiene and the protection of the health of workers, which are identical to the principles applicable during needle and syringe exchange programmes. Waste generated by the tests which is contaminated by blood must be destroyed in accordance with legislation in force, in the same manner as contaminated material from needle and syringe exchange programmes. Work surfaces or any places smeared with blood must be covered with gauze or paper padding soaked in virucidal disinfectant over the effective exposure period. The centre worker assisting during the hepatitis C test must be vaccinated against hepatitis B.

5.2.1 Injuries

If a centre worker is injured during the hepatitis C test in a situation where the client’s blood is exposed, in accordance with Methodological Measure of the Ministry of Health of the Czech Republic No. HEM-370-5.10.00-40091 the wound must be left to bleed for several minutes, then it should be thoroughly washed with soap for approximately ten minutes and disinfected with a product with a virucidal effect, e.g. Jodisol. In cases of minor wounds which show hardly any bleeding, the wound must be washed immediately or bleeding must be induced. Where possible, samples of blood should be taken from the injured worker and the client whose blood the worker was exposed to in order to establish immunity against viral hepatitis A, B, and C, plus HIV. It is also necessary to contact the local health-service epidemiologist. It is necessary to inform the study coordinator of all extraordinary events. 

5.3 Record-Keeping

The centre keeps records of the course of the study and regularly informs the study coordinator of progress made in accordance with the table in the appendix. The centre informs the study coordinator immediately of any unforeseen circumstances which might endanger the course, safety, credibility, or methodological accuracy of the study (see ‘Contacts’ below).

5.4 Data Submission

The centre forwards completed questionnaires to the study coordinator in written form. The first questionnaires will be submitted 14 days after the study starts, the second (and final) submission will be made at the end of the study (see ‘Study Schedule’ below). 

5.5 Study Schedule

Information from K- centres containing


by 30 August 2002

the names of interviewers;

comments and suggestions on the questionnaire 

and manual,

Identification information for the order form;

Name and contact details of a cooperating physician 
Instructive meeting for interviewers

week from 9 September to 13 September 2002 (final deadline to be set)

Deadline to register interviewers



13 September 2002

Launch of data collection part of study


15 September  2002

Pilot phase





15 September  – 27 September 2002

Submission of first set of questionnaires


2 September 2002

Meeting evaluating study progress



2 September - 4 September 2002 

(coordinators, centres if necessary) 


(final deadline to be set)

End of data collection part of study



15 November  2002

Submission of remaining questionnaires to study coordinator
by 22 November 2002

Data sorting and analysis




by 1 March 2003

Individual centres informed of analysis result

by 1 June 2003

Publication of results




by 1 October 2003

Contacts

5.6 Coordination

· MUDr. Viktor Mravčík

RVKPP, Národní monitorovací středisko, Vladislavova 4, 110 00 Praha 1, tel: 02/96153391, mravcik.viktor@vlada.cz
· Mgr. Blanka Korčišová

RVKPP, Národní monitorovací středisko, Vladislavova 4, 110 00 Praha 1, tel: 02/96153457, korcisova.blanka@vlada.cz
· MUDr. Tomáš Zábranský 

RVKPP, Národní monitorovací středisko, Vladislavova 4, 110 00 Praha 1, tel: 02/96153457

tomas@zabransky.cz
· MUDr. Vratislav Řehák 

Klinika Dr. Svobody, Liliová 13, 110 00 Praha1,  tel:0602 230 543, rehak1@traveller.cz
5.7 Centres

Name
Address
City
Phone
Fax
Contact Person
E-mail

K-centre HAUS
Gahurova 1563/5, 760 01
Zlín
067/7243108, 0603/806624
067/7243108
Jiří Klement


K-centre
Husovo nám.66/8, 405 02
Děčín
0412/531415, 0603828225
0412/531415
M. Bolfík
k.centrum@quick.cz

K-centre
Stará 1, 400 01
Ústí nad Labem
047/5210626
047/5211483
Mgr. Radka Kobližková
Drugout@mbox.vol.cz

K-centre Plzeň 
Havířská 11, 301 00
Plzeň
019/7421374
019/7421034
Mgr. Dana Šedivá
Drogypl@mbox.vol.cz

Kontaktní centrum pro zmírňování rizik způsobených drogou
Češkova 2701, vchod z ul. Demokratické mládeže, 53002
Pardubice
040/6335054, 0603/279864
040/6300829
Mgr.Michal Zahradník
K-centre@khk.cz

K-centre Renarkon
Mariánskohorská 29, 702 00
Ostrava Moravská Ostrava
069/6612529, 069/6611796
069/6612529
Veronika Zajícová
K-centre.renarkon@worldonline.cz

K-centre 

Pod Slunečníkem
Hradecká 16
Opava
0653/ 718487
0653 619417


PhDr. Alena Nyklová
K-centre@seznam.cz

K-centre Walhalla
Sokolská 48, 772 00
Olomouc
068/5220034
068/5220034
Lukáš Hrubý
kcol@volny.cz

K-centre
Rumunská 56, 460 01
Liberec
048/2710276, 048/424360
048/2710276
Mgr. Kateřina Pšeničková
kcentrumlbc@volny.cz

K-centre Laxus
Pospíšilova tř. 698, 500 03
Hradec Králové
049/5513977
049/5515907
Mgr. Jana Ženíšková
kacko.hk@centrum.cz

K-centre Karlovy Vary
Krále Jiřího 38, 360 01
Karlovy Vary
017/3222742
017/3222742
Jan Hudák, Miroslava Chrzová
os.svetlo.K-centre.kv@quick.cz

Centrum u Větrníku
U větrníku 17, 58601
Jihlava
066/7310987
066/7310987
Jan Malbohan
kcentrumjihlava@centrum.cz

K – centrum
F.A. Gerstnera 2, 370 01
České Budějovice
038/6350169
038/6350169
Dr. Kvetoslava Kotrbová
kcentrum.cb@seznam.cz

K- Centrum
Klokotská 114, 39001
Tábor
0361/255999
0361/255999
Mgr. Hana Vojtěchová
auritus@iol.cz

K- centrum Drug azyl
Vídeňská 3, 639 00
Brno
05/43249343
05/43246524
Libor Šimků
drugazyl@iol.cz

Drop-in
Karolíny Světlé 18, 110 00
Praha 1
02/22221431
-
Simona Sedláčková
dropin@ecn.cz

K-centre SANANIM
Osadní 2, 170 00
Praha 7
02/83872186
02/83872258
Petr Nosek
kacko@sananim.cz

Terénní programy SANANIM
Novovysočanská 604/A, 19000
Praha
02/84825515
02/66315306
Mgr. Petr Hrdina
street@sananim.cz

Drop-in
Kubelíkova 27, 130 00
Praha 3
02/96330911
-
Simona Sedláčková
street@dropin.cz

6 Appendices

6.1 Table for Regular and Final Reports on Study Implementation at the Centre 

(after completing the table, send it on the required dates to both korcisova.blanka@vlada.cz, and mravcik.viktor@vlada.cz )

Centre:

Date (specify accumulated numbers on given date
Number of clients approached
Number of refusals at contact stage
Number of questionnaires collected – Module I
Number of questionnaires collected – Module II
Number of questionnaires collected – Module III
Number of questionnaires collected – Module IV
Number of tests conducted

 18 September 2002








 20 September 2002








 25 September 2002








 27 September 2002








 4 October 2002








 11 October 2002








 18 October 2002








 25 October 2002








 1 November 2002








 8 November 2002








 18 November 2002 - final report 








Remarks:

6.2 Information for Clients 
The epidemiological study Seroprevalence of Hepatitis C among Injection Drug Users is focused on an examination of the presence and transmission of hepatitis C. This virus causes serious disorders of the liver and other organs. Research into this virus, including the precise characteristics of the way it is transmitted, is currently being conducted around the world. This study is designed to help the research. 

Your participation in the study will not require any treatment and you will not be given any medication. In an interview with the contact officer, you will be given information about hepatitis C, the ways it is transmitted, and advice on how to protect yourself against this infection. 

An essential part of this research is the completion of questionnaires with assistance from a contact centre worker. Some questions might refer to intimate information, for example about your sex life. If providing information of this kind is unacceptable to you for any reason, please do not supply this information. 

It should be emphasised, however, that if you decide to take part in the study, the accurate, truthful completion of all information required in the questionnaire is very important if the study is to be successful. 

This study also involves a test to identify the presence of hepatitis C antibodies in a sample of your capillary blood. This is a very simple, undemanding procedure: your fingertip is pricked very slightly on the surface and a very small amount of blood (10 micro-litres) is collected for a quick test. You will be assisted during the test by a contact centre worker. The result of the test is available almost immediately (after between five and ten minutes). You will be informed of the result. If it is suspected that hepatitis C antibodies may be present in your blood, you will be recommended to undergo further examination at your GP or a specialist; if you wish, you may be examined by (at) ....................................................... (name of doctor of health centre), phone: .................................................., who (which) will then make a decision on how to proceed.

If you agree with what has been written above, please sign the INFORMED CONSENT, complete the EPIDEMIOLOGICAL QUESTIONNAIRE, and TAKE THE TEST TO IDENTIFY THE PRESENCE OF HEPATITIS C ANTIBODIES.

6.3 Informed Consent

I, …………………………………....................... agree to take part in the epidemiological study: 


Patient’s name (or code) 

Seroprevalence of Hepatitis C among Injection Drug Users 

Mr/Ms ……………………………….. (interviewer’s name) has informed me in detail and clearly about the reasons for the study and its significance and scope. I have read and I understand the ‘Information for Clients’ and the ‘Informed Consent’. My questions have been answered clearly and in sufficient detail. 

I reserve the right to revoke my consent at any time without penalty. 

I am aware that all data will be processed anonymously, without the use of clients’ names. Any information about my person will be stored with absolute confidentiality and will not be supplied to third parties. 

Client’s signature:…………………..     


date: ……………..

Contact officer’s signature: ……….
  
date: ………………
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