
TB and Tobacco
Tobacco cessation within TB programmes: A ‘real world’

solution for countries with dual burden of disease.
Grant Agreement no. 680995

Collaborative Project
EU H2020 Programme

Health
Medical Research and the Challenge of Ageing

Project duration: 1st November 2015 to 31st October 2019 (48 months)

Authors: Dr. Omara Dogar (University of York)
Dr. Anne Readshaw (University of York)

Workpackage: 2
Workpackage Leader: Prof. Kamran Siddiqi (University of York)

Due date: 31st October 2016 (Project month 12)
Actual submission date: 31st March 2017 (Project month 17)

Dissemination Level: Public
Revision: 1.0

Deliverable 2.2
“All Approvals Package”

This project has received funding from the European Union's Horizon 2020 Research and Innovation
programme, under Grant Agreement number 680995.

The European Commission is not responsible for any of the content of this document.

Ref. Ares(2017)1644397 - 28/03/2017



(ii)

TB and Tobacco – 680995 Deliverable 2.2 – All Approvals Package March 2017

Contents

1. Introduction…………………………………………………………………………………………………1

2. D2.2 Requirements…………………………………………………………………………………......1

3. D2.2 Timelines……………………………………………………………………………………………..1

4. Fulfilment of D2.2 Requirements………………………………………………………………….1

4.1 Pakistan……………………………………………………………………………………………………….1

4.2 Bangladesh…………………………………………………………………………………………………..1

4.3 Nepal……………………………………………………………………………………………………………2

5. Adjustment to research strategy…………………………………………………………………..2

6. Approval letters…………………………………………………………………………………………...3



1

TB and Tobacco – 680995 Deliverable 2.2 March 2017

1. Introduction
The TB and Tobacco project is centred on a clinical trial of cytisine; a tobacco cessation drug which
partially mimics the effects of nicotine. In this study, cytisine will be offered to TB patients who
smoke, as part of a smoking cessation strategy including behavioural support.
The cytisine trial makes up Work Package 2 (WP2) of the TB and Tobacco project.
The original proposal was to conduct the trial in 3 South Asian countries – Nepal, Pakistan and
Bangladesh.

2. D2.2 Requirements
Deliverable D2.2 comprises an ‘All Approvals Package’ for the cytisine trial.
UK Ethics Committee approval was received on 12th February 2016 from the Health Sciences
Research Governance Committee (HSRGC) at the University of York, as described in the report for
Deliverable D2.1 (Submissions Package).
To fulfil the D2.2 requirements, the All Approvals package needs to include:
a) Ethics approval letters from the national competent authorities for the trial countries,
b) Approval letters from the respective national TB programmes (NTP) in the 3 trial countries,
c) Approval letters from the respective Drug Regulatory Authorities, for importing the
pharmaceutical agents (cytisine and placebo) used in the trial.

3. D2.2 Timelines
The original deadline set out in the Description of Action for completion of D2.2 was project month
12 (October 31st 2016). However, because of delays in receiving approvals from the competent
authorities, this deadline was extended (with the permission of the Project Officer) to 31st January
2017, with a further requested extension to month 17 (31st March 2017).
The above delays have affected Milestone MS11 (Trial recruitment start); the proposed date of
which has changed from month 13 to month 19 (May 2017). Consequently, MS12, MS13 and MS14
have been pushed forward 6 months each. Deliverables D2.3 (Report on the Trial), D2.4 (Tobacco
use scale) and D3.1 (Cost-effectiveness analysis) have also been delayed by 6 months, respectively.
However, no impact on other Work Packages is predicted by these delays. At the time of writing it is
still expected that the trial and data analysis will be completed within the time (and budget)
available.

4. Fulfilment of D2.2 Requirements
Local teams in the 3 trial countries worked hard from the start of the project to secure written
approvals from the relevant authorities in their respective countries.
4.1 Pakistan
a) The National Bioethics Committee (NBC) in Pakistan issued ethics approval on 6th June 2016.
b) NTP Pakistan is a partner (no.4) in the TB and Tobacco consortium, working with The Initiative
(Partner no.5) to implement the trial in Pakistan.
A letter of support for the project was sent from NTP to the Drug Regulatory Authority of Pakistan
on 3rd June 2016.
c) The Drug Regulatory Authority of Pakistan (DRAP) issued approval on 1st December 2016.

4.2 Bangladesh
a) The National Research Ethics Committee (NREC) of the Bangladesh Medical Research Council
(BMRC) issued approval on 31st August 2016.
b) Approval from the Bangladesh NTP was obtained on 12th November 2015.
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c) The Bangladesh Directorate General of Drug Administration issued approval on 21st March 2017
(following a new regulation stipulated in January 2017 that required re-submission of all previously
submitted documents).

4.3 Nepal
Negotiations between the HERD International team (HERDi; TB and Tobacco Partner no. 10, in
Nepal) and the ethics committees at the Nepal Health Research Council (NHRC) and Institutional
Review Board (IRB) were on-going from December 2015 until January 2017. In the week
commencing 16th January 2017, HERDi were disappointed to learn that ethics approval for the
cytisine trial was unlikely to be granted. The consortium agreed not to appeal this decision because
it would cause further delays to the trial start date. Instead, the research strategy was changed. (See
Section 5, below).

5. Adjustment to research strategy.
Following the negative decision of the Nepal ethics committee, the TB and Tobacco partners agreed
to abandon the cytisine trial (WP2 and WP3) in Nepal, and increase patient recruitment in
Bangladesh to compensate.
Other Work Packages (WP1, WP4, WP5 & WP6; concerning development and implementation of a
behavioural support package), are to continue in Nepal.
The above changes are detailed in an Amendment to the Grant Agreement, accepted by the EU on
23rd March 2017.

6. Approval letters
The Approval letters described above are attached to this document, in the following order:
6.1 Ethics Approval for Pakistan
6.2 NTP Approval letter for Pakistan
6.3 Drug Regulatory Authority Approval for Pakistan
6.4 Ethics Approval for Bangladesh
6.5 NTP Approval letter for Bangladesh
6.6 Drug Regulatory Authority Approval for Bangladesh.
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Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban
Mohakhali,

Dhaka- l2l 2, Ban gladesh

Memorandum

Memo no:- DGDA ICTP-llO6l2Ot6t47 bg

To
Dr. Rumana Huque
Principaf Investigator of research protocol# ISRCTN- 43811467
ARK Foundation

Dated: L t 'O b' 2-gl+

u

trial of Cvtisine. a novel tobacco cessation agent. in order to assess feasibility and acceptabilitv of
with

TB control programme',.

The research protocol of "A Double blind, randomized, placebo controlled trial of Cytisine, a novel
tobacco cessation agent, in order to assess feasibility and acceptability of introducing Cytisine aLong with
behavior support (BS) package as tobacco cessation strategies to TB control programme" is being
approved under these conditions:

1. The research protocol is approved for the period of 12 months from the date of approval
by DGDA.

2. The DGDA approval shall automatically be revoked after one year if the research is not
started. After one year, you shall have to seek approval from DGDA for starting the
research.

3. The DGDA should be notified if the said research is discontinued.
4. You should notify DGDA immediately of any serious or unexpected adverse effects or

unforeseen events that might affect on participants.
You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s).
You shall conduct the study in accordance with the DGDA approved protocol and shall
fully comply with GCP guidelines.

5.

6.

7. You shall submit a report for time extension of the protocol (in from) if you
are unable to complete the protocol activities within the time ment in the protocol.
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8. As principal Investigator, the ultimate responsibility for scientific and ethical conduct

including the protection of the rights and welfare of study participants vest upon you.

You shall also be responsible for ensuring competence, integrity and ethical conduct of
other investigators activities and staffs directly involved in this research. Also ARK

foundation shall be responsible for ensuring patient safety and will liaison with the

respective authority in case of any severe adverse event. The organization should be

responsible for any consequences that arise during the implementation of the trial.

You shall recruit/enroll participants for this study strictly adhering to the criteria

mentioned in the research protocol.

10. You shall obtain legally effective informed consent (i.e. consent should be free from

coercion or undue influence) from the selected study participants or their legally

responsible representative, as approved in the protocol, using the approved consent form

prior to their enrolment in this study. Before obtaining consent, all prospective study

participants must be adequately informed about the purpose(s) of the study, its methods

and procedures, risk and benefits, compensation plan, right to participate/ not participate

in the study or withdraw from the study.

ll. Dataand/or samples should be collected and interviews should be conducted as specified

in the DGDA approved protocol, and confidentiality must be maintained. Datalsamples

must be protected by reasonable security, safeguarding against risks such be their loss or

unauthorized access, destructions, usage and modification. Data/samples should not be

disclosed, made available to or use for purposes other than those specified in the protocol,

and shall be preserved for a period, as specified under policies/practices.

12. You have to submit GCP training certificates of all responsible personnel involved with

clinical trial before starting this trial.

13. You shall promptly and fully comply with the decision of the DGDA to suspend or

withdraw its approval for the research protocol.

14. Important steps in the protocol will be monitored by DGDA during research.

15. DGDA has right to cancell this research approval if any major deviation found during this

research.

16. Permission of DGDA is needed to send research sample outside of the country.

17. You have to submit research findings/ results to DGDA.

jor General Md.
Director ral,

Directorate General of Drug Administration,
Mohakhali,

Dhaka- 12 12, Ban gl adesh.

Phone:9880819
E-mail : dgda.gov.bd@gmail.com.

9.

Ma

NA
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