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Memorandum

17 March 2002
To :Dr. Tasnim Azim

Laboratory Sciences Division

From: Professor Mahmudur Rahman
Chainman, Ethical Review Committee {ERC)

Sub : Protocol # 2002-005

Thank yeu for your memo of 14" March 2002 attaching the modified version
of your protocol # 2002-005 entitled “Incidence of HIV, Hepatitis and
Syphilis infections and risk behaviour in injecting drug users in Dhaka,
Bangladesh”. The modified version of the protocol is hereby approved upon
your satisfactory addressing of the issues raised by the ERC in its meeting
held on 6" March 2002.

You shall conduct the study according to the ERC-approved protocol; and
shail be responsible for protecting the rights and welfare of the subjects and
compliance with the applicable provisions of the ERC Guidelines. You shall
also submit report(s) as required under the ERC Guidelines. Relevant excerpt
of the ERC Guidelines is attached for your information and guidance.

1 wish you all the success in running the above mentioned study.

Copy: Associate Director
Laboratory Sciences Division
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International Centre for Diarthoeal Disease Research, Bangladesh
CENTRE FOR HEALTH AND POPULATION RESEARCH
Mail : ICDDR, B, GPO Box 128, Dhaka- 1000, Bangladesh

Phone: 880-2-8811751-60, Telex : 642486 ICDD BJ

Fax : 880-2-8823116, 8812530, 8811568, 8826030, 9885657, 8811686, 8812529
Cable : Cholera Dhaka

To: Chairperson ERC

From: Tasnim Azim, LSD \/M it %‘J

Through: Associate Director, LSD \

Date: 14. 3. 2001

Subj.: Response to comments by ERC on the protocol entitled “Incidence of

HIV, hepatitis and syphilis infections and risk behaviour in injecting drug users
in Dhaka, Bangladesh”, PI: Dr, T, Azim

The response to comments by the ERC is given below:
a) ERC face sheet is now attached.
b) Bangla version of the questionnaire has been attached as annexe 3.
¢) The regular intervals for CD4 counts for HIV positive individuals is usually 3-4 months
and this has been added on page 10.

I hope these responses meet with your approval.

Thank you. V/y__g\ -nﬁj‘d/'
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] No change (do not fill out rest of the form)

Circle the appropriate answer to each of the following (If Not Applicable write NA)

f.  Source of Population: ) 5. Will Sigtied Consent Form be Required: —
(a) 1l subjects (Yes, No {a) From subjects Ces No
(b)  Non-ill subjects 7es No {b) From parents or guardian Yes ﬁoj"
{¢)  Minor or persons under guardianship ~ Yes Qo' (if subjects are minor)
2. Does the Study Involve: .. 6. Will precautions be taken to protect @g\) No
(a)  Physical risk to the subjects Yes No! anonymity of subjects
(b)  Social risk (Yes; No
(c)  Psychological risks to subjects (Yes”No 7. Check documents being submitted herewith to
{d)  Discomfort to subjects Yes) No Committee:
(e) Invasion of privacy @ No __ Umbréda proposal - Initially submit an with
(f}  Disclosure of information damaging Xes; No overview (all other requirements wiil be
to subject or others submitted with individual studies
v Protocol (Required)
3. Does the Study Involve: v Abstract Summary (Required)

(8)  Use of records (hospital, medical, es’ No
-death or other)

Statement given or read to subjects on nature
of study, risks. types of questions to be asked.

{b)  Use of fetal tissue or abortus Yes @)) and right to refuse to participate or withdraw)
(c) Use of organs or body fluids @, No (Required
o« Informed consent form for subjects
4. Are Subjects Clearly Informed About: : _#  Informed consent form for parent or guardian
(a)  Nature and purposes of the study (i’_res" No _~ Procedure for maintaining confidentiality
(b) = Procedures to be followed including (Yes’' No v~ Questionnaire or interview schedule*

*

alternatives used If the final instrument is not completed prior to

(c)  Physical risk Q’jf:;f" No review, the following information should be

{d)  Sensitive questions es/ No included in the abstract summary

(e}  Benefits to be derived ef; No 1. A description of the areas to be covered in the

(f)  Right to refuse to participate or to ‘qs/\' No guestionnaire ot interview which could be
withdraw from study considered either sensitive or which would

(g} Confidential handling of data %_3) No constitute an invasion of privacy

(hy  Compensation &/or treatment where ey No 2. Example of the type of specific questions to be

there are risks or privacy is involved asked in the sensitive areas
in any particular procedure An indication as to when the questionnaire will
be presented to the Committee for review

e

We agree to obtain approval of the Ethical Review Committee for any changes involving the rights and welfare of subjects
before making such change.
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PROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and the relevant background of
the project. Describe concisely the experimental design and research methods for achieving the objectives. This
description will serve as a succinct and precise and accurate description of the proposed research is required.
This summary must be understandable and interpretable when removed from the main application. ( TYPE TEXT
WITHIN THE SPACE PROVIDED).

Principal Investigator

Tasnim Azim, ICDDR,B

Project Name
Incidence of HIV. hepatitis and syphilis infections and risk behaviour in injecting drug users in Dhaka,
Bangladesh

Total Budget US$ 153,750 Beginning Date 1" January 2002 Ending Date 30™ June 2004

Injecting drug use ts a major problem in Bangladesh and injecting drug users (IDU) are the sub-
population group that has been identified to be most at risk of an HIV epidemic in this country. Although
Bangladesh continues to be a low prevalence nation for HIV, the national HIV surveillauce data shows
that hepatitis C rates amongst IDU are 66.7% and syphilis rates are 18.2%. Behaviour surveillance data
also shows considerable risk for an HIV epidemic in IDU through risky injection practices and risky
sexual behaviour. Injection sharing is at 93.3% in IDU in Dhaka. Despite having a needle/syringe
exchange (NEP) in place, high risky behaviour appears to be the norm in IDU in Dhaka. However, in the
national behaviour surveillance sampling of IDU was from both in and out of the NEP but previous
information showed that the percentage of men sharing were the same in IDU in and out of the NEP
although the number of injections shared were higher in those out of the NEP. However, despite the
present risky behaviour and high rates of hepatitis C and syphilis an HIV epidemic has not yet occurred.
The factors determining when an HIV epidemic will occur are very complex but some of the determining
factors include the existing levels of HIV in that community, risky behaviour that will allow the spread of
HIV and the sexual networks that will allow spread of HIV in the nation.

In this study we are proposing to describe the incidence of HIV, and those of surrogate markers of risk;
syphilis and hepatitis B for sexual behaviour and hepatitis B and C for risk through injections, and the
behavioural risks in a selected group of IDU who will be followed up for two years. Such a description
will provide a better understanding of the risks for an HIV epidemic in that particular group of IDU.
The IDU will be selected from those attending the NEP of the SHAKTI Programme of CARE,
Bangladesh in Dhaka city. During the course of the study, those IDU who will be identified, as being
HIV positive will be followed up. The HIV positive IDU will be referred to support network groups and
to physicians as required.

The information generated from this study will be useful in directing intervention programmes for more
effective prevention and also for policy makers.

Lad
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KEY PERSONNEL {List names of all investigators including Pl and their respective spacialties)

Name Professional Discipline/ Specialty Role in the Project
1. Tasnim Azim Virology/Immunologist Pi

2. Smarajit Jana Public Health Specialist co-PI

3. David Sack Microbiologist, and Director, ICDDR,B co-Pl

4. Shamim Rabbani Sociologist ' co-investigator
5. Ramesh Chandra Halder Virology/Immunologist co-investigator
6. Motiur Rahman Microbiologist co-investigator

DESCRIPTION OF THE RESEARCH PROJECT

Specific Aims:

Describe the specific aims of the proposed study. State the specific parameters, biological functions/ rates/
processes that will be assessed by specific methods (TYPE WITHIN LIMITS).

The general aim of the study is to describe the incidence of HIV, hepatitis, and syphilis infections as well
as risk behaviours for HIV in selected injecting drug users (IDU) attending a needle/syringe exchange
programme in Dhaka, Bangladesh in order to obtain a better understanding of the dynamics of HIV
infection or an epidemic in this group of individuals.

The specific aim is to document the incidence of hepatitis B and C infections, syphilis and HIV infections
and the risk factors for HIV in selected IDU attending a needle/syringe exchange programme in Dhaka.

Background of the Project including Preliminary Observations

Describe the relevant background of the proposed study. Discuss the previous related works on the subject by
citing specific references. Describe logically how the present hypothesis is supported by the relevant background
observations including any preliminary results that may be available. Critically analyze available knowledge in the
field of the proposed study and discuss the questions and gaps in the knowledge that need to be fulfilled to
achieve the proposed goals. Provide scientific validity of the hypothesis on the basis of background information. If
there is no sufficient information on the subject, indicate the need to develop new knowledge. Also include the
significance and rationale of the proposed work by specifically discussing how these accomplishments will bring
benefit to human health in refation to biomedical, social, and environmental perspectives. (DO NOT EXCEED 5
PAGES, USE CONTINUATION SHEETS).

In Asian countries drug use is increasing and the use of multiple drugs and injectable drugs is common
[UNAIDS/UNDCP, 2000]. In Bangladesh the drug that is most commonly used for injecting is
buprenorphine. Buprenorphine was introduced into the Indian sub-continent in the 1980s as an antidote
to heroin addiction and its use has since become popular because it is considered safer and it is cheaper.
In many East and South Asian countries large numbers of injecting drug users (IDU) are infected with
HIV; 62% in Myanmar [UNAIDS/UNDCP, 2000], 60-80% in India [UNAIDS/UNDCP, 2000}, 30-40%
in Thaitand [Kitayaporn et al, 1994], 45% in Nepal [Oelrichs et al, 2000]. These high rates are
associated with high-risk injection practices including sharing of needles/syringes, no effective cleaning
practices, use of professional injectors who inject many users with the same needle/syringe
[UNAIDS/UNDCP, 2000]. In Dhaka, most men inject themselves, often sharing drugs and injections in
small groups although professional injectors are also used in some settings.

The HIV epidemic in many countries has started with the IDU [Des Jarlais et al, 2001]. Bangladesh is
so far a low prevalence nation for HIV [Islam et al, 1999; Bangladesh, 2000a; 2000b; Azim et al, 2000}.
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However, high rates of syphilis and hepatitis and risky behaviour conducive to acquiring HIV infection
are highly prevalent amongst IDU sampled in the Second Generation Surveillance for HIV in
Bangladesh. The third and most recent round of surveillance data shows that the highest rates for HIV
(1.7%) are in IDU sampled from the needle/syringe exchange programme (NEP) in Dhaka [Govt of
Bangladesh. 2001a]. In the second round of surveillance, in IDU from the same site, 66.7% were
hepatitis C positive [Azim et al, 2002]. A similar situation exists in Lahore, Pakistan
[UNDCP/UNAIDS, 1999] and Kolkata, India [Panda, 2000] where IDU commonly share injections and
have high rates of hepatitis C infection, but low HIV rates. Indonesia, which rematned low prevalence
for some years. is now reporting an HIV epidemic among 1DU and sex workers [MAP, 2001]. In
Manipur, India. in the initial years of surveiltance no HIV was detected, but after three years, infection
rates suddenly rose [Sarkar et al, 1993). The same is true for Kathmandu, Nepal [Oelrichs et al, 2000].
Therefore in those countries where an HIV epidemic is now raging in IDU, there was an initial phase
where no or little HIV was recorded for several years. The duration of this low prevalence state varies
and what triggers the shift from low prevalence to an epidemic is not clear. Certain factors can
influence the start of an epidemic and whether Bangladesh has an epidemic or not will depend on the
interplay of these factors as discussed below:

i) The size of the population groups that are at most risk of an HIV epidemic
i1) The prevalence of HIV in a country

i1i) Risk behaviours that allow the acquisition of HIV infection

iv) Networks of risk behaviour that will allow spread of HIV

i) The size of the IDU population in Bangladesh is not known., The SHAKTI Project of CARE,
Bangladesh, that provides some harm reduction for IDU through the NEP (see section on Research
Design and Mcthods under Study Participants and Sampling Site) estimates that Dhaka has
approximately 5000 IDU. This estimate is based on snowball sampling techniques used by CARE’s
Peer Outreach Workers who are themselves current IDU. But these numbers vary and depend on many
factors including the availability of the drug and the price. At present a National Rapid Assessment
Survey is being conducted in Bangladesh to determine the extent of the problem of opiod/opiate use.
However, this survey is not designed to provide numbers of IDU in Bangladesh. Although the total size
of the IDU population is not available, it is clear that large numbers of IDU are at risk and many people
connected to the IDU, who themselves do not engage in high risk behaviours, are also at risk, as
discussed below.

i1) HIV epidemics in IDU are different from those in other sub-population groups as spread is rapid so
that once the HIV prevalence rate reaches 10%, it can surpass 40-50% in 1-4 years {Strathdee et al,
1998]. Fortunately, HIV prevalence is still low in Bangladesh [Islam et al, 1999; Govt of Bangladesh, a;
2000b; Azim et al, 2000]. Surveillance for HIV in Bangladesh includes sampling from [DU from the
NEP of central and northwest Bangladesh and also from detoxification clinics in central Bangladesh
[Azim et al, 2002]. During the third and most recent round of surveillance HIV was found only from
the NEP in central Bangladesh, where 1.7% of the 401 IDU sampled were HIV positive and this is the
only group where prevalence exceeds 1% |Govt of Bangladesh, 2001aj. Other studies conducted on
drug users including IDU in Bangladesh have also found very low levels of HIV infection [Shirin et al,
2000]. Prevention can be effective in IDU only if harm reduction programmes are instituted while
prevalence is low.

iii} Behaviours that will allow spread of HIV within the IDU community are their injecting practices as
well as sexual behaviour patterns. In Dhaka, 93.4% of over 500 IDU sampled in the Behaviour
Surveillance during the last survey, said that they had shared injection equipment in the last week
though nearly a third said they had participated in the NEP [Govt of Bangladesh, 2001a]. Subtyping of
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HIV isolated from IDU in the NEP of Dhaka during the second round of surveillance showed that five
were subtype C and one F/B [Azim et al, 2002). Of the five subtype C viruses, four were identical,
confirming that sharing is taking place. In addition to risky injection practices, IDU also have risky
sexual behaviour as shown by the Behavioural Surveillance data [Govt of Bangladesh, 2001a]; 38.8% of
IDU bought sex last month while 19% engaged in non-commercial sex with non-regular partners and
consistent condom use was at 11.2% with commercial partners and at <1% with non-commercial
partners. Risky sexual behaviour is confirmed by high rates of syphilis (18.2%) in IDU from the NEP in
Dhaka [Govt of Bangladesh, 2001a]. With such high risk behaviour in IDU in Bangladesh, once HIV
enters the community in adequate numbers. it will spread.

iv} The risky sexual behaviour described above extends beyond the IDU community into the general
population because of the sexual interactions between the different sub-population groups so that
networks of risk in Bangladesh are both complex and extensive [{Govt of Bangladesh, 2001a]. The
Behaviour Surveillance showed that 39.6% of IDU were married and IDU also bought sex from female
sex workers, male sex workers and hijras (transgenders) [Govt of Bangladesh, 2001a]. And male sex
workers in their turn bought sex from women, men and hijras. Therefore once HIV enters this
community it will not be restricted to IDU but will spread to others. Such spread has been documented
in many countries [Panda et al, 2000; MAP. 2001].

The behaviour evidence and also the data for syphilis and hepatitis C so far available show that IDU in
Bangladesh are definitely at risk of an HIV epidemic. So much so that the risk behaviours in
Bangladesh are comparable to those in other countries in the region that are experiencing an HIV
epidemic [MAP, 2001]. Therefore, a question that is frequently asked is whether there will be an HIV
epidemic in Bangladesh. We will attempt to investigate this question by following a group of IDU in
the NEP of CARE, Bangladesh and assessing their incidence of infections from HIV, syphilis and
hepatitis (B and C) as well as their risk behaviours (both from injection practices and sexual behaviour).
Although this will provide a descriptive picture of IDU and their injection risk, such an understanding
will only be limited to selected IDU in the NEP of Dhaka; i.e. IDU in the NEP who are less mobile and
willing to participate in the study. The findings of this study, therefore, will not necessarily be true for
other IDUs.

During this study, linked testing for HIV will be done. This raises ethical concerns such as
confidentiality, care and follow-up of HIV positive people. For this purpose, VCT services that have
become available at ICDDR,B will be used along with the linking network which is being developed so
that once a diagnosis of HIV is made, individuals will be referred to an HIV positive network such as
that of CARE, Bangladesh for support. These individuals will be followed up regularly with a medical
check—up, CD4 counts and viral loads will be ascertained to monitor progress of illness from HIV.
Clinicians who are sensitive to HIV will be part of the linking network so that HIV positive cases can be
referred when needed. Although no treatment for HIV will be provided through this study, HIV positive
cases will be referred for supportive therapy as is available in the country. These support services will
be built upon as the study progresses depending on the needs of the HIV positive IDU.

To summarise, the following will be done in this study:

1. Determination of the incidence of hepatitis, syphilis and HIV infections and behavioural risk
factors for HIV infection, in a selected group of 1IDU.

2. Information will be obtained regarding the needs of IDU following HIV infection up to the end
of the study. HIV positive people will receive support as is available and referral services will be
enhanced depending on their needs. Available support includes referral to the HIV positive
network of CARE and counselling from the counsellors from the VCT at ICDDR,B and CARE
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field staff. Progress of infection will be monitored by regular CD4 counts and measurement of
viral load at ICDDR,B. Nutritional status and advice will be provided by nutritionists at
ICDDR,B.

3. Establishment of a cohort of IDU who can be used for future studies such as HIV vaccine trials.

4. Information addressing factors influencing an individual to start taking and continue taking
drugs, and identifying factors (individual and societal) based on which an efficient recovery
programme could be put in place will be made available for the improvement of the intervention
programmes for IDU. However, as the IDU selected in this study are a non-random group of
individuals, the data will only be applicable to this group of IDU and improvements in the
intervention programmes based on the data generated from this study will have to consider thesc
limitations. However, as many of the questions used in this study will be similar to those used in
the Behavioural Surveillance of Bangladesh where random sampling of all IDU in Dhaka city is
done (Govt. of Bangladesh, 2000a), it may be possible to assess whether the groups covered by
the two studies are similar enough so that the data generated from this study may be extrapolated
to some extent to other IDUs in the city.

Research Design and Methods

Describe in detail the methods and procedures that will be used to accomplish the objectives and specific aims of
the project. Discuss the alternative methods that are available and justify the use of the method proposed in the
study. Justify the scientific validity of the methodological approach {(biomedical, social, or environmental) as an
investigation tool to achieve the specific aims. Discuss the limitations and difficulties of the proposed procedures
and sufficiently justify the use of them. Discuss the ethical issues related to biomedical and social research for
employing special procedures, such as invasive procedures in sick children, use of isotopes or any other
hazardous materials, or social questionnaires relating to individual privacy. Point out safety procedures to be
observed for protection of individuals during any situations or materials that may be injurious to human health.
The methodology section should be sufficiently descriptive to allow the reviewers to make valid and unambiguous
assessment of the project. (DO NOT EXCEED TEN PAGES, USE CONTINUATION SHEETS).

Study Participants and Sampling Site:

Injecting drug users attending the NEP of the SHAKTI Project of CARE, Bangladesh in Dhaka city will
be the study participants. Approximately 3500 IDU are reached daily by the NEP. The activities of the
NEP are described below under three broad categories:

i) Drop In Centres (DIC)
ii) Out Reach Services
i1} Field Office based activities

i) There are eight DIC in different parts of Dhaka city and these are considered as safe places for the
IDUs where they socialise, where clinical services are available for the treatment of abscesses, STDs,
and other illnesses, and from where they can also be referred for drug treatment and detoxification. At
the DIC, education sessions on the harmfu! effects of drugs, HIV/AIDS, STDs, blood borne infections,
etc. are carried out. These are situated within the communities of IDU covered by the Peer Outreach
Workers and the local community provides the space. A male physician provides clinical services once
every week for approximately two hours. These services are free. Also, at the DIC, is a “dresser” who
is a current drug user and who has been trained in dressing minor wounds and draining abscesses and
can dispense medicine such as paracetamol for fever. Serious cases are referred. The DIC form the
focal point for the team of Peer Qutreach Workers however, all except one, in charge of the DIC, are
from a non-drug use background.



Principal Investigator: Last, first, middle ___Azim, Tasnim

ii) The Out Reach Services are provided by trained Peer Outreach Workers who are all current IDU.
These Peer Outreach Workers train and educate IDU about HIV and safer injection practices, give out
new syringes/needles in exchange of used ones and also distribute condoms. These Outreach activities
are carried out at different spots surrounding each DIC and the Peer Outreach Workers assigned to each
locale are from that community. The Peer Outreach Workers regularly update a “master list” of IDUS,
which provides information of all IDUs in the community. Needle/syringe exchange takes place at the
different pre-fixed spots surrounding each DIC. The Peer Outreach Workers collect clean
needle/syringes each morning from the DIC for exchange with used ones. During exchange of
needle/syringe, condoms are also distributed on demand and free of cost. The used needles/syringes are
brought back to the DIC in puncture proof tins where they are stored and then sent at regular intervals to
ICDDR,B for incineration.

1) The Field Office in Dhaka provides administrative and technical support to the field activities of the
NEP. It has the technical co-ordinator, project officers and field trainers. Field trainers accompany the
outreach workers to the field to ensure comprehensive delivery of needles/syringes and condoms. The
project officers are responsible for trouble shooting in the field that often occurs due to harassment by
police, mastans (local goons), and if the project officers are unable to handle this, the responsibility is
handed over to the technical co-ordinator, The Field Office is also the site for regular meetings between
Peer Qutreach workers and the staff at the Field Office regarding all related issues. Advocacy through
cultural programmes and other tools flip charts, pamphlets, etc. is provided.

For this study the NEP of CARE, Bangladesh will be used to reach IDU. The inclusion criteria for IDU
to participate in the study are:
1. Currently injecting drugs

2. Participating in the NEP
3. Not mobile so that they can be followed up for two years
4. Age 18-50 years
5. Male, as the number of female injectors are very few and their social situation is likely to be
different from that of men and which will create a bias in the analysis
Training:

Before starting the work, training of a core group of researchers and field staff will be required.
Training will be done on the basics of HIV including cthics and the need for confidentiality, a
background on drug use and IDU, and on the methodologies to be used in the study. The field staff will
be responsible for conducting the questionnaires, collecting blood samples, taking back reports on time,
etc. The researchers will be responsible for co-ordination and trouble shooting in the field. They will
work closely with the field staff of the NEP,

Preparation of the field:

In the initial phase, in order to select the group of IDU who will become part of the study and the long-
term cohort, the field will have to be prepared. For this SHAKTI's NEP set-up will be very helpful.
However, in the NEP, individuals are not followed-up for HIV. The main stress is on harm reduction
for HIV without HIV testing, except once yearly in the surveillance where testing is unlinked,
anonymous. As for the first time in Bangladesh, individuals from a known community will have linked
HIV testing and these individuals will be followed up over time, and as HIV is highly stigmatised in this
society, preparation of the community is essential. In order to prepare the community several steps have
to be undertaken:

i) To create support groups of drug users and the community - the role of Peer Outreach Workers at
present is to distribute condoms and provide new needles/syringes in exchange of old ones. Although
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they are very much exposed to HIV. special training will be required to build up a support group of drug
users who will be able to comprehend the purpose of the study and to mobilise other drug users to
participate actively. The support group must involve the community and mobilise its support so that no
opposition to the work is faced.

ii) Advocacy at the local community level will be necessary so that hindrance from police and focal
mastaans can be dealt with officially. This will be combined with CARE’s activities and inciudes
meetings with Ward Commissioners, the City Mayor. Inspector General of Police, and officials in the
Narcotics Control Dept. of the Govt. of Bangladesh.

iii) Setting up of the Office - field co-ordination will require a ficld office at a site which should ideally
be located centrally in terms of access to all locales included in the study. A small office will be rented
but prior to renting, support from the community will be obtained.

iv) Service linkages - as individuals participating in the study will be diagnosed for syphilis, hepatitis
and HIV, service linkages for these infections are essential. The NEP provides clinical services once
weekly; these services may be used for treating syphilis. For hepatitis, referral to Hospitals will be
developed. For HIV positive cases several levels of support will be required. All those diagnosed
positive will be referred to the HIV positive network of CARE, Bangladesh. Their clinical follow-up
will be done regularly for CD4 counts and viral load at ICDDR,B and they will be examined by a
physician who will be part of the support group network. Nutritional advice will be provided by
nutritionists who are available at ICDDR,B. Al other medical support including for concurrent
infections will be provided as is available in the country but referral systems will be enhanced. They
will receive counselling from the counsellors at the VCT Centre of ICDDR,B and from the ficld staff of
CARE, Bangladesh. For those IDU seeking treatment for drug use, current referral systems will be used
to the Central Drug Addiction and Treatment Centre and APON.

VCT services:

A VCT Centre for HIV at ICDDR,B calied Jagori, has been established since January 2002. There are
two Psychologists at this Centre, one male and the other female. Both have formal training in
counselling and have also received training for HIV counselling in India for one month. The Centre is
also in communication with Dr. David Miller, a VCT specialist at UNAIDS in New Delhi, who has
provided advice in the setting up of the VCT and who will continue to provide advice to the counsellors.

In addition, to the VCT Centre at [ICDDR,B, counselling services are available at CARE, Bangladesh.
The counsellors of CARE, Bangladesh will provide the initial link-up of HIV positive IDU by visiting
the IDU in the field and connecting with the counsellors at ICDDR,B. The counselling services at
CARE, Bangladesh and ICDDR.B will work together.

Sample Size:

Sample size calculation is based on the assumption that at the end of three years, the incidence of HIV
will be 3%, that of hepatitis C will be 70% and that of hepatitis B infection will be 7%. These
assumptions have been made based on figures from the second and third rounds of serological
surveillance [Govt. of Bangladesh, 2001b; Azim ct al, 2002]. The sample size calculation for each
parameter has been calculated using the formula:

n=P( l(%O—P } X z'
d

Where: n= sample size, P = proportion with the infection, z =1.96 , d= allowable error
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For HIV, keeping the allowable error at 1.5, the sample size is 502, for hepatitis C with the allowable
error at 5, the sample size is 323 and for current hepatitis B with an allowable error at 2.5, the sample
size 15 400. Therefore, we will aim to enrol 502 IDU. However. a 20% drop-out is expected for which
reason initially, 628 IDU will be enrolled.

The NEP of CARE. Bangladesh has experience with working with IDU over three years and anccdotal
evidence suggests that approximately 50% of the same IDU have been coming to the NEP. Therefore,
follow-up of 500 IDU over two years is possible.

Methodology:

The study will have an initial six months setting-up phase during which time staff will be hired and

trained and the Field Office will be set up while at the same time community mobilisation activities will

go on. Once staff are trained, an initial baseline survey in all 3500 IDU in the NEP will be conducted

using a questionnaire, which will assess the basic demographic characteristics of the group including

mobility and level of education. In addition, to the questionnaire in-depth interviews and Focus Group
Discussions (FGDs) will be conducted with present and ex-drug users to get their in-put into the project.

Based on these, the 628 IDU for the study will be selected. The selected group of 1IDU will be surveyed

every six months for behaviour and for the laboratory parameters up to two years. r

Behavioural questionnaire (annexe 2) — this is designed to obtain information regarding the injection
practices, their sexual behaviours, contextual issues around illicit drug use such as harassment by police
and others, pattern of drug use, etc. The questionnaire is based on that used by CARE, Bangladesh and
the Behavioural Surveillance of the Second Generation Surveillance System but will be pre-tested
during the initial six months setting-up phase of the study.

Laboratory methods — tests will be done for HIV, hepatitis C, hepatitis B and syphilis. The
methodological details are provided in annexe 1. Measuring of CD4 counts and viral load by PCR will
also be done for all HIV positive individuals at regular intervals (usually every 3-4 months). The latter
two methods are being set up at ICDDR,B.

It is expected that each survey will take approximately one month. Syphilis tests will be done daily and
results will be provided immediately for treatment purposes. HIV and hepatitis tests will be done in

batches. Analysis of the behaviour data will be done after each survey and the results will be fed back

into the community. After the final survey, the final data analysis will be done. Also throughout the

duration of the last two years of the study, those infected with HIV will be followed up and their needs

will be assessed and addressed as far as possibie.

If an IDU is diagnosed as being HIV positive, the result will be disclosed to the IDU by the counsellor.
From that point on the IDU will be under the responsibility of the counsellor from the VCT. The
decision of partner notification will mainly rest with the counsellor. The counsellor will motivate the
HIV positive IDU to inform his partner and will counsel the HIV positive IDU to take preventive
measures so as not infect his partner. However, if the client refuses to inform the partner, whether or not
the HIV positive result should be disclosed to the partner will depend on the judgement of a team
comprising the counsellor concerned and the Principal Investigators from ICDDR.B and CARE,
Bangladesh. Weighing the pros and cons of disclosure for that particular case will base the decision.
The decision for cach case may therefore be different for which reason set rules cannot be laid down for
partner notification. This approach for partner notification is in line with the National HIV/AIDS Policy
of Bangladesh.
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Facilities Available | N

Describe the availability of physical facilities at the place where the study will be carried out. For clinical and
laboratory-based studies, indicate the provisicn of hospital and other types of patient’s care facilities and
adequate laboratory support. Point out the laboratory facilities and major equipments that will be required for the
study. For field studies, describe the field area including its size, population, and means of communications.
(TYPE WITHIN THE PROVIDED SPACE).

AT ICDDR,B:
The Virology Laboratory has facilities for testing for HIV by ELISA and Western Blot with quality

- control. Tests for hepatitis B and C have been and are being conducted for the serological component of

the Second Generation Surveillance System and similar methods will be used here. PCR machines are
available and PCRs and RT-PCRs are regularly conducted for detecting genes of toxins, typing viruses
(rotavirus, dengue) and for detecting cytokine mRNA. The methodology for assessing HIV viral load is

i being set up. A Fluorescence Activated Cell Sorter (FACS) is available at ICDDR,B, and is at present
' being installed. A Voluntary Counselling and Testing (VCT) Centre has been established at ICDDR,B

which started on 20" January 2002.. Two psychologists who have been trained in these techniques will
be responsible for counselling. Network with various NGOs, and Government Officials for conducting
HIV surveillance is in place and this will be helpful in creating the support network required. ICDDR,B

" has experienced nutritionists who can examine and provide advice to HIV positive IDU,

AT CARE, Bangladesh:

The NEP of the SHAKTT Programme of CARE, Bangladesh described earlier will provide access to
IDU and also all the back-up support in the community and at all levels including policy makers at the
central level such as the Narcotics Control Dept. and the Home Ministry of the GoB. CARE has
designed its advocacy strategy to not only inform policy makers but also at the field level which has

created an enabling environment for the IDU in Dhaka city. CARE also works with a self-help group of

IDU. As part of its strategy, CARE organises routine weekly meetings with the policy makers and the
self-help group of IDU. HIV Positive Support Network — since December 1998 CARE is running an
HIV positive support network to create a supportive environment for HIV positive people and those with
AIDS which has as staff, HIV positive people. This network also links the HIV positive people to other
social support networks.

Data Analysis

Describe plans for data analysis. Indicate whether data will be analyzed by the investigators themselves or by
other professicnals. Specify what statistical scoftwares packages will be used and if the study is blinded, when the
code will be opened. For clinical trials, indicate if interim data analysis will be required to monitor further progress
of the study. (TYPE WITHIN THE PROVIDED SPACE).

The investigators and supervisors will review all data forms for accuracy, consistency and completeness.
Whenever necessary an additional visit will be made to clarify inconsistencies or missing data. After
editing, data will be entered into databases. Necessary range and consistencies will be in-built. Data will
be periodically checked by running and reviewing frequency distributions and cross-tabulations.

Data analysis will be done using software packages SPSS and Epi Info. For descriptive purposes, the

relative frequencies of the demographic, socio-economic and other study variables will be obtained for
the total group and for each category. The incidence rates of hepatitis, syphilis and HIV will be

11
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calculated using occurrence of the disease as the numerator and persons years observed as the
denominator. Years of observation for each individual will be obtained from the data of follow
up period. Logistic regression will be done to determine the risk factors for developing and transmission

of diseases adjusting for other variables. |

Ethical Assurance for Protection of Human Rights

Describe in the space provided the justifications for conducting this research in human subjects. If the study
needs observations on sick individuals, provide sufficient reasons for using them. Indicate how subject’s rights are
protected and if there is any benefit or risk to each subject of the study.

HIV infects humans and assessing the risk for HIV infection in a group of IDU can only be done in
humans.

The risk the individual may have from this study is the stigmatisation {from HIV infection so that if the
community becomes aware of an HIV positive status this may act against the individual and the whole
IDU community as a whole. In order to protect against this, strict confidentiality will be maintained
regarding the HIV status of the IDU. The staff will be trained in the importance of maintaining this
confidentiality and all records will not have names, but unique identifiers. Also, awareness building
regarding the basics of HIV including methods of spread, etc will be provided to the community so that
they arc more open to the issues around HIV. HIV positive IDU will know their HIV status and will
receive counseliing from the VCT Centre at ICDDR,B. In addition, they will also receive support at
regular intervals at the field level by the counsellors and other field staff of CARE, Bangladesh.
Moreover, referral services for HIV as developed for the VCT centre will be used in the case of IDU.
The HIV positive support network of CARE, Bangladesh will provide emotional and mental support. In
addition, the network around VCT includes support from clinicians and lawyers.

Maintenance of confidentiality will not only be through using identifier numbers on guestionnaires and
blood tubes, but also through the training that is given to staff during the initial six months of the study
when the field preparation activities are ongoing.

The direct benefits to the IDU are that with follow-up they will receive constant attention to their needs
including if they become positive for HIV.

Indirectly the IDU will benefit. as this study will provide an understanding of the risk factors for HIV
infection in their community, which will be fed back into the intervention programmes. The
programmes can then modify their plan of action.

Use of Animals

Describe in the space provided the type and species of animal that will be used in the study. Justify with reasons
the use of particular animal species in the experiment and the compliance of the animal ethical guidelines for
conducting the proposed procedures. _

Animals will not be used.
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Dissemination and Use of Findings

Describe explicitly the plans for disseminating the accomplished results. Describe what type of publication is
anticipated: working papers, interna! (institutional) publication, international publications, international conferences
and agencies, workshops etc. Mention if the project is linked to the Government of Bangladesh through a training
programme.

Results will be disseminated through national workshops, seminars and meetings involving policy
makers, members of the community and implementing organisations as well as UN organisations,
doners and international bodies concerned with HIV/AIDS. Also dissemination at the regional and
international level through seminars, conferences and meetings will be done.

Publications as reports and in peer-reviewed journals will be done. The findings will be used by CARE
itself for its own intervention programme and by other NGOs involved in harm reduction. Also the
policy makers will be further sensitised to issues of IDUL

Collaborative Arrangements

Describe briefly if this study involves any scientific, administrative, fiscal, or programmatic arrangements with
other national or international organizations or individuals. Indicate the nature and extent of collaboration and
include a letter of agreement between the applicant or his/her organization and the collaborating organization.
(DO NOT EXCEED ONE PAGE)

Dr. John Kaldor, Deputy Director and Professor of Epidemiology, National Centre in HIV
Epidemiology and Clinical Research, Darlinghurst NSW 2010, Australia. Dr. Kaldor will be providing
technical and intellectual support in the planning of the study and its final analysis.
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Biography of the Investigators

Give biographical data in the following table for key personnel including the Principal Investigator. Use a
photocopy of this page for each investigator.

Name Position Date of Birth

Tasnim Azim| Associate Scientist and Head, Virology, 22 September 1956
Laboratory Sciences Division, ICDDR,B

Academic Qualifications (Begin with baccalaureate or other initial professional education)

Institution and Location Degree Year Field of Study
Holy Cross School, Dhaka | Secondary School Certificate |1973 Science
Holy Cross College, Dhaka | Higher School Certificate 1975 Science
University of Dhaka MBBS 1983 Medicine
University of L.ondon Ph.D. 1989 Immunology
Research and Professicnal Experience

Concluding with the present position, list, in chronological order, previous positions held, experience, and
honours. Indicate current membership on any professional societies or public committees. List, in, chronological
order, the titles, all authors, and complete references to all publications during the past three years and to
representative earlier publications pertinent to this application. (DO NOT EXCEED TWO PAGES, USE
CONTINUATION SHEETS).

1983-1984 - Internee doctor at Dhaka Medical College Hospital, specialising in Medicine.

1989 onwards at ICDDR,B:

March 1989 to September 1995 — Assistant Scientist, Inmunology, Laboratory Sciences Division
September 1995 to April 1997- Associate Scientist. Inmunology, Laboratory Sciences Division

May 1997 to date - Associate Scientist and Head, Virology Laboratory, Laboratory Sciences Division

PUBLICATIONS in the last three years:

l. Unicomb L, Banu NH, Azim T, Islam A, Bardhan PK, Faruque ASG, Hall A, Moe CL, Noel IS,
Albert MJ and Glass R1. Astrovirus infection in association with acute, persistent and nosocomial
diarrhea in Bangladesh. Ped. Infect. Dis. J. 1998; 17:611-614.

2. Azim T, Rashid A, Qadri F, Sarker MS, Hamadani J, Salam MA, Wahed MA and Albert MJ.
Antibodies to shiga toxin in the serum of children with Shigella-associated haemolytic uraemic
syndrome. J. Med. Microbiol. 1999; 48:11-16.

3. Francisco A de, Hall AJ, Alam N, Azim T. Hepatitis B infection in Bangladeshi mothers and
infants. Southeast Asian J Trop Med Public Health. 1999; 30:296-298.

4, Azim T. Ahmad SM, Khuda S, Sarker MS, Unicomb LE, De S, Hamadani JD, Salam MA,

Wahed M A and Albert MJ. Immune response of children who develop persistent diarrhea following
rotavirus infection. Clin Diagn Lab Immunol 1999; 6: 690-695.
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5. Azim T, Islam MN, Bogaerts J, Mian MAH, Sarker MS, Fattah KR, Simmonds P, Jenkins C,
Choudhury MR and Mathan V1. Prevalence of HIV and syphilis among high risk groups in Bangladesh.
AIDS 2000; 14: 210-211.

6. Hawkes S, Azim T. Health care systems in transition I, Bangladesh, Part Tl. Bangladesh's
response to HIV-AIDS. J Public Health Med. 2000; 1: 10-3.

7. Azim T. Islam LN, Sarker MS, Ahmad SM, Hamadani JD, Faruque SM, Salam MA. Immune
response of Bangladeshi children with acute diarrhoca who subsequently develop persistent diarrhoea. J
Pediatr Gastroenterol Nutr 2000: 31: 528-35.

8. Schnorr Jens-Jorg, Cutts FT, Wheeler JG, Akramuzzaman SM, Alam MS, Azim T, Schneider-
Schaulies Sibylle, ter-Meulen V. Immune modulation after measles vaccination of 6-9 months old
Bangladeshi infants. Vaccine. 2001 19:1503-10.

9. Bresee JS, Arifeen SE, Azim T, Chakraborty J, Mounts AW, Podder G, Gentsch JR, Ward RL,
Black R, Glass RI, Yunus M. Safety and immunogenecity of tetravalent rhesus-based rotavirus vaccine
in Bangladesh. Ped. Infect. Dis. J. 2001 20:1136-1143.

10. Azim T, Bogaerts J, Yirrell DL, Banerjea AC, Sarker MS, Ahmed G, Amin MMM, Rahman
ASMM, Hussain AMZ. Injecting Drug Users in Bangladesh: Prevalence of Syphilis, Hepatitis, HIV and
HIV Subtypes. AIDS 2002 16:121-122.

Reports on HEV published in last three years:

I Report on the Second National Expanded HIV Surveiliance, 1999-2000, Bangladesh: AIDS and
STD Control Program, Directorate General of Health Services, Ministry of Health and Family Welfare,
Govt. of Bangladesh. 2000.

2. Report on the sero-surveillance and behavioural surveillance on STD and AIDS in Bangladesh,
1998-1999. AIDS and STD Control Program, Directorate General of Health Services, Ministry of Health
and Famnily Welfare, Govt. of Bangladesh, 2000

3. HIV in Bangladesh: where is it going? A background report on the third round of HIV and
behavioral surveillance in Bangladesh. AIDS and STD Control Program, Directorate General of Health
Services, Ministry of Health and Family Welfare, Govt. of Bangladesh, November 2001.
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Name Position Date of Birth

Smarajit Jana| HIV Program Co-ordinator, 21st July, 1952
Health and Population Sector

Academic Qualifications (Begin with baccalaureate or other initial professional education)

Institution and Location Degree Year Field of Study
i) Calcutta University MBBS 1978 Medicine
1) STM, Calculta Diploma on Tropical Medicind
{(DTM&H) 1982 Tropical Mcdicine

iti} (SPM) from AIIH&PH,
Calcutta University MD 1984

Research and Professional Experience

Concluding with the present posilion, list, in chronological order, previous positions held, experience, and
honours. Indicate current membership on any professional societies or public committees. List, in, chronological
order, the titles, all authors, and complete references to all publications during the past three years and to
representative earlier publications pertinent to this appllcatlon {DO NOT EXCEED TWO PAGES, USE
CONTINUATION SHEETS).

Previous Work:

February 1992 to July 1999 - Project Director, STD/HIV Intervention Program (Sonagachi), the most
successful primary intervention program in India. In the capacity of Project Director, I planned,
implemented and supervised a community based intervention programme covering a population of
80,000 spreading in Sonagachi and eleven other red light districts in Calcutta, India targeting female sex
workers and their clients. In the capacity of Project Director, 1 did supervise about 400 different category
of employee worked under this project.

Present Assignment:

HIV Program Co-ordinator; CARE-Bangladesh. In the capacity of Project Coordinator, [ supervise
following intervention activities: (I) Brothel based Female sex workers intervention (population size
700). (II) Street based female sex workers intervention (population size 4000). (III) Intervention among
the IDUs (population size 5000). (IV) Intervention among the Transport workers throughout the country
covering roughly 65000. (V) Intervention among the Dock and port workers (22000). (V1) Intervention
among the MSM Population, {VII) Partnership with other NGOs, (VIII) Supervise HIV positive people
support network, (IX) A pilot project on HIV & trafficking (cross border).

Consultancy Experience (Selected Few):

(a) Consultant to International centre of sexual health, Manchester, U. K. since 1996.

(b) Worked as a Member of the Technical Advisory Group (TAG) of Horisons’ (Population Council),
Washington D C, Virginia during the year 1998.

(c) Worked as a member of the Scientific Planning Committee of 12" World AIDS Conference 1998

held at Geneva.,
(dy  Worked as a Technical Advisor to Project Management Unit of DFID, U.K. to run sexual health project in West
Bengal, India trom July 1994 to Sept 1996.
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(e)

(f)

(2)
(h)
(1)
a0
(k)
M

{m)
(n)

Worked as a Consultant to Shakti Project, Dhaka, Care Bangladesh helping to develop Qualitative
and Quantitative studies and to develop Intervention programmes among the high risk groups
during 1996 and 1997.

Worked in the capacity of a Temporary Advisor to UNAIDS at Geneva from 23 June to 4"
July'97 to review UNAIDS and GPA projects on sex workers and MSM and help developing
UNAIDS strategies in these areas.

Acted as a Regional Co-ordinator (Asia — Pacific) of Network of sex work project (NSWP) during
1998-1999.

Working as a Faculty member of International sex worker Foundation for Art, Culture and
Education California, USA since 1997.

Worked as a consultant to OXFAM, India to review home leased care program in Manipur, India,
during 1998.

Acted as a resource person for STD planning workshop for Programme Managers organised by
NACO, Govt. of India during the period 1994 to 1997

Worked as a Member of the Advisory board of the European Commissions programme on AIDS &
STDs - India during period 1996 to 1998. '

Acted as a member of the Technical Advisory sub-committee on STDs — under NACO, Ministry of
Health & Family Welfare, Govt. of India from ’94 - '97 and member of two Technical Advisory
Group (TAG) at national level namely, Targeted Intervention and Intravenous Drug Users and
AIDS from February 1998 to August 1999.

Worked as a member of the Technical Committee of FHI to help assessing at risk population in
Maharastra to initiate USAID supported intervention program during the year 1998 & 1999.
Member of the National Core Team on child protection in Bangladesh stressed by UNICEF.

RELEVANT PAPERS/PUBLICATIONS:

(a)

(b)
(o)

(d)
(e)

1. There are about 24 scientific articles to my credit, published in different peer reviewed
journals (National and International) and about 100 abstract submitted in  different
international conferences between 1994 to 2000.

2. Papers in more than 30 international seminar/conference etc. besides delivered few hundred
lectures in different fora on broader health and development issues. Took part in several
campaign programs on health and environment in India.

3. Contributed as author or co-author in scveral publications e.g.:

Asudh na Velki (on useless medicines, translated in the regional tanguages). Published in three
different languages.

Unnata Prajukti Unnata Asukh (Health hazards of computer technology).

On Employees Health Insurance Scheme.

Activist's handbook of Occupational health & safety.

India's state of Health etc.

JOURNAL PUBLICATION & EDITING:

a)

b)

)
d)

e)

Worked as a Co-editor/Member of editorial Board of:

Radical Journal of Health dealing with policics & strategies of Public Health & related issues during
the period (84 - "85).

Utsha Manush, journal dealing with popular science, health, consumer culture, superstition elc.
published from Calcutta during (*83 - "92).

Drug-Disease-Doctor, A journal on medicine and therapeutics (from 1985 to till date).

Safe-cnergy and Environment, journal dealing with the ecology and other related issues (from 1986-
1987).

Indian Journal of Public Heaith, during ("95 - '96).
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International Centre for Diarrhoeal Disease Research, Bangladesh
Voluntary Consent Form

Title of the Research Project: Incidence of HIV, hepatitis and syphilis infections and risk behaviour in
injecting drug users in Dhaka, Bangladesh

Principal Investigator: Tasnim Azim

Before recruiting into the study, the study subject must be informed about the objectives, procedures, and
potential benefits and risks involved in the study. Details of all procedures must be provided including their risks,
utility, duration, frequencies, and severity. All questions of the subject must be answered to his/ her satisfaction,
indicating that the participation is purely voluntary. For children, consents must be obtained from their parents or
legal guardians. The subject must indicate his/ her acceptance of participation by signing or thumb printing on this
form.

We are conducting a study to determine the rates of infection from HIV, hepatitis B and C and syphilis.
We will also ask you questions using a questionnaire about your injection taking behaviour and also
about your sexual behaviour. The blood tests will be done and questions will be asked using a
questionnaire every six months for two years. All blood tests results wili be provided to you. If your
results show that you have syphilis, we will provide treatment. If the results for hepatitis B or C are
!positive we will refer you to specialists for clinical management. If you are HIV positive we will
provide counselling to you, and refer you to CARE’s HIV positive network for support. Also, we will
Zrefer you to a clinician for your physical examination. We will also refer you to a nutritionist for advice
zon your nutrition. If you are found to be HIV positive, we will collect blood samples from you at
:regular intervals to check how your HIV infection is progressing and if you need special care we will
refer you to a specialist. All information collected here will be confidential, no names will be used in
the test tubes for blood or in the questionnaires; instead unique identifier numbers will be used.

|
The information generated from this study will benefit you directly by providing you with care and
support and if you have any infection including HIV you will be referred appropriately. Indirectly you
will benefit, as this study will provide an understanding of the risk factors for HIV infection in your
community, which will be used by the intervention programmes to better address your needs.

For the purpose of the study, during each survey, we will collect 5 ml {(one teaspoonful) of blood from
the vein in your arm. This is a harmless procedure and is associated only with the mild discomfort of
jdrawing blood. The decision to participate in this study is yours and if you do not want to participate,
you will stili continue to receive the services of this centre as before.

iIf you agree to participate in this study, please put your signature or left thumb impression at the
specified space below:

Thank you for your co-operation.

|
Signature”of Investigator/ or agents Signature of Subjectl Guardian
Date: Date:

iContinuation Sheet (Number each sheet consecutively)
|
}
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Detailed Budget for New Proposal
Project Title: Incidence of HIV. hepatitis and syphilis infections and risk behaviour in injecting drug users
in Dhaka, Bangladesh

Name of Pl: Tasnim Azim

Protocol Number: Name of Division: Laboratory Sciences Division

Funding Source:  AusAID Amount Funded (direct): US$123,000 Total: US$ 153,750
Overhead (%) US$ 30,750 (25%)

Starting Date: 1% January 2002 Closing Date: 30" June 2004

Strategic Plan Priority Code(s) :
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Sl No Account Description ™ Salary Support US $ Amount Requested
Personnel Effort | Salary/ | 1stYr 2vr |37 vr
Position %o month | {for 6m)

Tasnim Azim {NOC) 25 0 0 0

David Sack 1 0 0 0

Ramesh Chandra Halder (NOB}) 5 0 0 0

Motiur Rahman (NOB) 5 0 0 0

Field co-ordinator (GS5) 100 333 2,000 4,200 4,400

Field attendants {(GS2) 12 100 179 12,500 27,100 | 28,400

Sub Total 14,900 | 31,300 [ 32,800

Consultants

Local Travel [ {600 1,200 [ 1,200

International Travel

Sub Total , 600 1,200 1,200
Supplies and Materials {Description of ltems)

Office supplies 3,000 2,000 2,000

Laboratory reagents and consumables 5,000 10,000 1 10,000

Sub Totals 8,000 12,000 | 12,000
Other Contractual Services

Repair and Maintenance

Rent, Communications, Ulilities

Training Workshap, Seminars 2,500 3,000 2,000

Printing and Publication 500 500

Staff Development
Sub Total 3,000 3,500 2,000
interdepartmental Services

Computer Charges

Pathological Tests

Microbiological tests

Biochemistry Tests

X-Rays

Patients Study

Research Animals

Biochemistry and Nutrition

Transport 300

Xerox, Mimeographs etc. 200

Sub Totals 500

Other Operating Costs

Capital Expenditure
TOTAL DIRECT COST (US$%) 27,000 48,000 48,000
Overhead 25% 6,750 12,000 12,000
TOTAL 33,750 60,000 60,000

-~ ; . l‘L&&_.J
2t
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Budget Justifications
Please provide one page statement justifying the budgeted amount for each major item. Justify use of man

power, major equipment, and laboratory services.

5% increase in salary of personnel has been calculated for each year.

Check List

After completing the protocol, please check that the following selected items have been included.

1. Face Sheet Included X

|
2. Approval of the Division Director on Face Sheetj X
3. Certification and Signature of Pl on Face Sheet, #9 and #10  x
4. Table on Contents ; x .
5. Project Summary X

6. Literature Cited X

7. Biography of Investigators  x

8. Ethical Assurance X
-

9, Consent Forms COX

Detailed Budget X
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ANNEXE 1
Labhoratory methods

The methodologics to be followed for laboratory tests are shown below:

a) Blood collection, separation, storage, labelling and transport

Blood will be collected by venepuncture into sterile, plain Vacutainers (Becton Dickinson, Rutherford,
NJ, USA). 0.5 ml of whole blood will be transferred to an eppendeorf tube containing EDTA for
extraction of DNA for genetic analysis. From the remaining volume of blood, serum will be separated
by centrifugation. Whole blood and serum samples will be transported to the ICDDR,B laboratory by
maintaining a cold chain. All samples will be stored at —20°C till assays are conducted.

b) HIV testing:

Samples will be initially tested by a commercial enzyme linked immunosorbent assay (ELISA) kit
(Organon Teknika) and positive results will be confirmed by a Line Immunoassay (LLIA, Organon
Teknika). An indeterminate result by LIA will be followed-up for re-testing three months later. Quality
control will be done using standard quality control sera for HIV obtained from overseas laboratories.
Testing will be done in batches.

¢) Testing for syphilis:

The Rapid Plasma Reagin test (RPR) and Treponema pallidum haemagglutination assay (TPHA) will be
performed on all samples. Samples reactive in both assays will be considered to be positive. Testing
will be done as soon as possible so that results can be given to the individuals within two weeks of blood
collection for treatment purposes.

d) Testing for Hepatitis B:

IgM Antibodies to the Hepatitis B core antigen (Anti-HBc IgM) will be assayed for on all samples from
IDUs by a commercial ELISA kit. This is a marker for acute infection. Hepatitis B surface antigen will
also be tested for using commercially available kits. Testing will be done in batches,

e) Testing for Hepatitis C:

Antibodies to Hepatitis C virus will be tested for on all samples from IDUs by two ELISAs using
different sets of antigens; samples positive in the first ELISA will be re-tested by a second ELISA.
Discrepant samples will be tested using a Line Immunoassay. Samples positive by two tests will be
considered as positive. Testing will be done in batches.
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ANNEXE 2
Questionnaire
BACKGROUND CHARACTERISTICS:
1. Age in years
2. Sex : Male/Female/Hijra
3. Marital Status:
» Married
¢ Unmarried
s Divorced
* Widowed
» Separated
¢ Living with lover
Number of wives:
4. Where is your home district?
3. How often do you visit your home?
0. Where do you live?
s Residential arca
s Slum
s In the street
e Other:
7. How long have you been in this area?
8. How often do you change your residential area?
e < Three times/ year
o Three times / year
e  Six times/ year
¢ > Six times / year
9. What are the reasons for changing your residential area?
0. Living with Family: Yes No
If not with whom do you live?
11 Completed years of education
12. Main source of income in the last six months:
»  Business
= Service
=  Student

= Unemployed
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13.

Daily Minimum Daily Maximum Monthly average income

* Rickshaw puller
* Drug peddling

= Ragkipper (tokai)
* House owner

= Other

Income :

DRUG USE:

14.

15.

I

17.

18.

19.

20.

21.

22,

23.

Does any member of your family use drugs? Yes/No
If yes. what relation is the person to you?

For how long have you been using drugs (any kind)? Ycars Months (if <1 yr)

What induced you to start taking drugs?

How long have you been injecting drugs? Years Menths (if <1 yr)

How old were you when you first injected drugs? Years

Why did you slart injecting drugs?

Which of the following types of drugs have you used in the past one month?
Heroin
Cannabis
Phensidy]
Tablet

Alcohol
Injecting

Other (Specify)

When did you last inject drugs?
Today

Yesterday

2-3 days before

One week before

2-4 weeks before

Which drug have you been injecting most of the time?
Tidijesic

Hercin

Pethidine

Others

During the past one month how often would you say you injected drugs?

Only once
2-3 times
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About once a week

2-3 times a week

4-6 times a week

About once a day

2-3 times a day

4 or more times in a day

24,

25.

26.

27.

28.

29,

30.

3.

. & o 5 & > 0

During the past one week. how often would you say you injected drugs?
Only once

2-3 times

About once a day

2-3 times a day

4 or more times in a day

How many of the last 7 days injections were intravenous . intramuscular
How much do you spend for injecting in a day? Tk.

Where do you obtain your needle and syringe?
Pharmacist/chemist

Drug store

Health worker

Friends

Other drug users

Drug deater

Needle exchange program

Buy on street
Other (Specify)

Have you tried to stop taking drugs? Yes/No

If yes, how often?

Why do you think your cfforts to stop taking drugs failed?

What sort of suppaort do you need to help you stop taking drugs?

NEEDLE SHARING BEHAVIOR

32.

When you last injected drugs. did you use a needle or syringe that had previously been used by someone

else? Yes/No.

33.
month?

How often did you use a needle or syringe that had previously been used by someone else in the last

Always
Most of the times
About half of the times
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s Occasionally

e Never
34, How often did you use a ncedle or syringe that had previously been used by someone else in the last 7
days?

s Always

e Most of the times
e About half of the times
s  Occasionally

e Never
35. How many times did you pass on a new needle/syringe you just used to someone ¢lse in the past one
month?

s Always

e+  Most of the times
¢ About half of the times
s Occasionally

e Never
36. How many times did you pass on a new needle/syringe you just used to someone clse in the [ast 7 days?
¢ Always

¢ Most of the times

o About half of the times
e QOccasionally

s Never

37 The last time you injected with others, how many people shared the same needle/syringe?
persons/don’t know.

38, Who do you usually share drugs with?
= Friends
=  Family msr—be~
=  Unknown people

e  Others
39. Who do you usually share needles/syringes with?
e Friends

o  Family meploes

» Unknown people

e Others
40. The last time you injected with others, did you clean the needle/syringe between people? Yes/No
41. In the past one month, when you injected with needles or syringes that had previously been used, how
often did you clcan them first?
e Always

¢ Most of the times

¢ About half of the times
e Occasionally

e Never

42, If cleaned. how did you usually clean them?
o  (Cold water
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e Hot water

» Boiling

¢ Bleach

¢ Alcohol

e Cotton

e Dettol/savion

* Blowing clean
e  Tree leaves

e Paper

+  Other
43, How many injections were cocktails in the last 7 days? in the last month?
44. How many times did you boot the injection in the past 7 days? in the tast month?
43. How many times were the injections front (or back) loaded in the past 7 days? in the last
month?
46. Have you ever sold blood for money?  Yes/No

Answer questions 47-48 if above answer is yes, otherwise proceed 1o guestion 49

47, How many times did you sell blood in the past one year?
48. How long ago was it that you last sold your blood?
49. How long have you been in the needle/syringe programme of CARE? (months)
50. If you have been sharing injections while in the NEP, why is that so?

SEXUAL HISTORY and BEIIAVIOR:

51 Have you ever had sexual intercourse? Yes/No
52. At what age did you first have sex? Ycars |
53. When did you last have sex? (specify whether days, weeks or years)
54. During the last sex act did you use condom? Yes/No/Not Applicable
55. Have you had sex with a sex worker? Yes/No

Answer questions 56-59 if above answer is ves, otherwise proceed 1o question 60

56. How many times did you buy sex from a sex worker in the last month?
In the last year?

57. In the past month, how many were female . male . hijra 7.
58. How often did you use condom with commercial partner in the last month?
o Always
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e Most of the times
s  Sometimes

s Never
59. How often did you use condom with commercial partner in the last year?
o Always

s Most of the times
¢  Sometimes

s Never
60, How many times did you have sex with someone you did not pay (girl{riend/wife/lover) in the past
month? in the past year?
6l How many of these partners were female . male . hijra ?
02. How often did you use condoms with non-commercial partners?
s Always

» Most of the times
s Sometimes

e Never
SEX DISEASES
63. In the past year did you have any of these:

¢ Discharge from penis ves/no

¢ Pain when urinating yes/no

+ Painin genitals yes/no

¢ Genital sores yes/no

s Pain during intercourse yesino

s Pus and bloody anus yes/no
04, The last time you had one of these sex diseases did you seek treatment? Yes/no

Answer questions 65-08 if above answer is yes, otherwise proceed to guestion 69

65. How [ong after noticing symptoms did you seek treatment? {in days)
60. Where did you first go for treatment?

« Hospital

Private doctor
s Private clinic
¢ NGO clinic
o Traditional practitioner

s Friends
s Other
67. Did you go for treatment somewhere else after that? Yes/No
If yes, where?
s Hospital

s Private doctor

e  Private clinic

e NGO chnic

¢ Traditional practitioner
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e Friends
e Other
68. How much money did the treatment cost altogether?

SOCIAL ENVIRONMIENT:

69. As an injecting drug user, do you have access to health facilities? Yes/No
If yes, where do you access health facilities?

70. As an injecting drug user, do your children have access to health facilities? Yes/No
If yes, where do they access health facilities?

71 As an injecting drug user. do you have access (o education facilities? Yes/No
If yes, where?

T2. As an injecting drug user. do your children have access to education facilities?  Yes/No
If yes, where?

73. Do you face harassment as an injecting drug user? Yes/No
74. If yes. please state from whom?

75. Please state nature of harassment

Thank you very much for taking time 1o answer these questions. We appreciate your help.
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Title: Incidence of HIV, hepatitis and syphilis infections and risk behaviour in
injecting drug users in Dhaka, Bangladesh.

Summary of Referee's Opinions: Please see the following table to evaluate the
various aspects of the proposal by checking the appropriate boxes. Your detailed
comments are sought on a separate, attached page.

Rank Score
High Medium Low

Quality of project Medium
Adequacy of project design Medium
Suitability of methodology Medium
Feasibility within time period Medium
Appropriateness of budget High

Potential value of field of knowledge High

CONCLUSIONS
I support the application:
a) without qualification
b) with qualification
- on technical grounds | support the application with qualification on
technical grounds as described in the later
section
- on level of financial support
} do not support the application
Name of Referee:
Signature: AC Date: 31 Jan 2002

FPosition:

Institution:



Detailed Comments

Please briefly provide your opinions of this proposal, giving special attention to the
originality and feasibility of the project, its potential for providing new knowledge and
the justification of financial support sought; include suggestions for modifications
(scientific or financial) where you feel they are justified.

(Use additional pages if necessary)

Title: Incidence of HIV, hepatitis and syphilis infections and risk behaviour in
injecting drug users in Dhaka, Bangladesh.

Pl: Tasnim Aziz and Smarajit Jana
Reviewer: Anindya Chatterjee

Studies of incidence of HIV and other blood borne infections among drug injecting
populations in Asia are rare. Only in a few countries of Asia (e.g. Thailand) incidence
figures are available. Therefore the present proposal is particularly relevant.
Secondly, the needle exchange programme of CARE Bangladesh provides easy
access to large numbers of drug injecting population in the community who are
otherwise not in contact with any treatment or helping agency. Therefore, the
proposal is highly feasible. However, the proposal needs to address the following
issues:

1) How specific aim 2 (“address the issues about living with HIV ...
stigmatization and access to care”) will be achieved is not clear from the
proposal. VCT, development of referral network, peer support ete. are part of
other ongoing activities of ICDDRB and CARE Bangladesh. Exploring this
issue as part of a research project would need studying coping skills, mental
health, quality of life, relevance of social support etc. Studying these and
other relevant psychosocial dimensions would also mean developing and
standardizing a whole set of methodologies to measure and study
psychosocial dimensions of HIV/AIDS. If this cannot be achieved, the specific
aim may be dropped

2) I'm seriously concerned with the fact mentioned in the proposal that despite a
large- scale needle exchange in the city, sharing of needles remained very
high (93.3% of the IDUs shared needles in the last week). This is strikingly in
contrast with the international experience. The proposal should explore (apart
from describing risk behaviours) the reasons behind such a phenomenon.
This, for me, should be one of the key research question which has very
important public health implication

3) No inputs have been obtained from drug users themselves at this stage. Such
consultation (e.g. particularly with the peer educators) would provide valuable
practical knowledge regarding implementation of the project

4) s Hep B part of the standard immunization schedule in Bangladesh? If that
was so, all negative individuals should be given options for immunization for
Hep B

5) The services (under 'service linkages' page 9) needs to be described more
concretely particularly treatment of opportunistic infections, drug use
treatment and STD treatment



6) Similarly, secondary sexual transmission (and prevention) of syphilis, HIV,
Hep B (considering 40% of male IDUs married and a major proportion

sexually active) could be a specific part of the enguiry

7} | have noted a discrepancy in the adjustment of the drop out rate in

calculating the sample size. A 20% drop out rate has been assumed where as

it was also mentioned in the proposal that only 50% of the IDUs come

regularly to the Needle Exchange Programme.

Maintaining ‘strict confidentiality’ by having ‘unique identifiers’ for HIV test

result is not adequately described in the proposal. The process and the exact

method how this would be implemented needs elaboration in the proposal
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RESPONSE TO REVIEWERS COMMENTS

REVIEWER #1:

As suggested by this reviewer the second aim has been dropped. The sccond aim
was: “To address the issues about living with HIV, stigmatisation and access to
care by HIV positive IDU”

The data sown here is from Behaviour Surveillance conducted during the third
round of surveillance. This surveillance accesses individuals both in and out of
the NEP. In this case only one third of the IDU were from the NEP. Also, it is
believed that at the time of this surveillance round, the NEP was in a transitional
stage so that the programme was not operating at full scale. This is unlike the
data from the ™ and 2™ rounds of surveillance, where sharing was shown to have
declined substantially. However, a couple of questions in the questionnaire
(Annexe 2, nos. 37 and 38) are designed to address some of the issues relating to
reasons for sharing despite being in the NEP.

Inputs from the drug users will be obtained during the first 6 months of the study
and this has been specified in the proposal on pg 8, “Preparation f the Field”, # (i).

Immunisation for hepatitis B is still not part of the routine immunisation schedule.

[t has already been mentioned in the proposal. pg. 9, under “Preparation of the
field” # (iv, Service Linkages). For treatment of infections the IDU will be
referred to physicians and that a referral network is in the process of being
developed. For drug use treatment, referral to the Central Drug Addiction and
Treatment Centre (CTC) and APON will be done as is being done at present for
IDU in the NEP,

In this proposal we are aiming to establish a cohort of IDU and although it would
be desirable to work with their partners, we are not sure of the feasibility of being
able to do so at this stage. And that is why this has not been included in the study.
Once the cohort is well established, we can get into more detailed studies of their
networks and other factors associated with spread.

The NEP reaches approximately 3500 IDU daily and anecdotal evidence suggests
that of these, 50% drop out. At present there is no active follow-up of these IDU.
Since CARE has a good rapport with the IDU, it is expected with active and
intense follow-up of these IDU that once the 600 IDU who will participate in the
study have been identified, not more that 20% will drop out. The sample size has
therefore been calculated with a drop out rate at 20%.

The process of maintaining strict confidentiality does not only include having
identifier numbers rather than names on the questionnaire and blood tubes, but
also training of all staff in the study on the issues around HIV, ethics and the




importance of confidentiality. This has been elaborated on pg. 12 under “Ethical
Assurance for Protection of Human Rights”.

REVIEWER #2:

AusAlD. the donor funding the study, sent out the proposal for its own review process
prior to approval. AusAlD, has verbally informed the External Resources and
Institutional Development Office of ICDDR.B that they their reviewer has approved the
proposal and does not recommend any changes.




Attachment | Date:

(FACE SHEET) ETHICAL REVIEW COMMITTEE, ICDDR,B.

Principal Investigator: 74 <+ A2 o0 Trainee Investigator (ifany):

Application No. Q02 -y Supporting Agency (if Non-ICDDR.BY

Title of Study: 7,0 | mery ce Ot Huiy Project Status: B

_ Stud
HePaTi1vs Aeun SHPWL s _}Nﬁ—ﬁt“(@ru;[\/rNew H

‘ : —_ Continuation with change
Aei P\\ ok &Lﬁ-\—r’—"v' e YU LA PV N O ;m;[ J &

T)"QUG\ Ugerzs Diasn , O LATES I ] No change {(do not fill out rest of the form)

Circle the appropriate answer to each of the following (If Not Applicable write NA)

I, Source of Population: 5. Will Signed Consent I'orm be Required:
(a) 1l subjects es No (a) From subjects Yes./ No
{b)  Non-ill subjects es_ No {b) From parents or guardian Yes @
(c)  Minor or persons under guardianship  Yes @ (if subjects are minor)
2. Does the Study Involve: 6. Will precautions be taken to protect @ No
(a)  Physical risk to the subjects Yes @ anonymity of subjects
(b}  Social risk /";\ No
{c)  Psychological risks to subjects ey No 7. Check documents being submitted herewith to
(d)  Discomfort to subjects es Mo Committee:
(e)  Invasion of privacy es) No ____Umbrétla proposal - Initially submit an with
(fy  Disclosure of information damaging es] No overview (all other requirements will be
to subject or others submitted with individual studies
oy v~ Protocol (Required)
3. Does the Study Involve: v _»~  Abstract Summary {(Required)
(a)  Use of records (hospital, medical, Yes @ ez Statement given ar read to subjects on nature
death or other) of study, risks. types of questions to be asked,
(by  Use of fetal tissue or abortus Yes @ and right to refuse to participate or withdraw)
{c)  Use of organs or body fluids fey» No {Required
v Informed consent ferm for subjects
4. Are Subjects Clearly Informed About: ___Informed consent form for parent or guardian
(a)  Nature and purposes of the study Yes; No _«~~  Procedure for maintaining confidentiality
(b) ~ Procedures to be followed including es) No v~ Questionnaire or interview schedule*
afternatives used & * I the final instrument is not completed prior to
{c)  Physical risk Yes ) No review, the following information should be
{d)  Sensilive questions @ No included in the abstract summary
(¢)  Benefits to be derived Yes J No [. A description of the areas to be covered in the
(fy  Right to refuse to participate or to Yes! No questionnaire or interview which could be
withdraw from study considered either sensitive or which would
(g) Confidential handling of data @ No constitute an invasion of privacy
{h)  Compensation &/or treatment where @ No 2. Example of the type of specific questions to be

there are risks or privacy is involved asked in the sensitive areas
in any particular procedure An indication as to when the questionnaire will
be presented to the Committee for review

il

We agree to obtain approval of the Ethical Review Committee for any changes involving the rights and welfare of subjects
before making such change.

\v/ o st @(‘”‘“ .

Principal lnvestigaﬁo{ Trainee
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