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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban, Mohakhali,
Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ % 8 34 Dated: 19+ 02 20 (8

To

Dr. Firdausi Qadri

Principal Investigator of research protocol# PR-17115
Acting Senior Director

Infectious Diseases Division (IDD), icddr,b
Mohakhali, Dhaka 1212

Subject: Approval of research protocol of ‘‘Assessing the impact of a Vi-Polysaccharide
Conjugate Vaccine in preventing typhoid infection among Bangladeshi children-a phase IV
trial”,

The research protocol of “Assessing the impact of a- Vi-Polysaccharide Conjugate Vaccine in
preventing typhoid infection among Bangladeshi children-a phase IV trial” is being approved
under the following 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.

5. You shall obtain prior approval from DGDA for any modification in the approved

" research protocol and/or approved consent form(s). :

6. You shall conduct the study in accordance with the DGDA approved protocol and shall
fully comply with GCP guidelines.

7. You shall submit a report for time extension of the protocol if you are unable to complete
the protocol activities within the time mentioned in the protocol.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban, Mohakhali,
Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ 3835 Dated: 1902 00)3

To

Dr. Firdausi Qadri

Principal Investigator of research protocol# PR-17120
Acting Senior Director

Infectious Diseases Division (IDD), icddr,b
Mohakhali, Dhaka 1212

Subject: Approval of research protocol of ‘“‘Study on the immunogenicity of Oral Polio
Vaccine (OPV) and Oral Cholera Vaccine (OCV) when co-administered”.

The research protocol of “‘Study on the immunogenicity of Oral Polio Vaccine (OPV) and Oral
Cholera Vaccine (OCV) when co-administered” is being approved under the following
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.

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent formg(s).

6. You shall conduct the study in accordance with the DGDA approved protocol and shall
fully comply with GCP guidelines.

7. You shall submit a report for time extension of the protocol if you are unable to complete
the protocol activities within the time mentioned in the protocol.

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.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban, Mohakhali,
Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ 28 % 3 Dated: 14 02= 2018

To

Dr. Kazi Reshad Agaz

Principal Investigator of research protocol# Study No: BCL-005-17
Physician

Beximco Bioequivalence Center, Padma General Hospital Ltd,

290 Sonargaon Road, Dhaka-1205, Bangladesh.

Subject: Approval of résearch protocol of ‘‘Bioequivalence study of glyburide and
metformin hydrochloride tablets USP (2.5 mg/500 mg)”.

The research protocol of ‘‘Bioequivalence study of glyburide and metformin hydrochloride
tablets USP (2.5 mg/500 mg)” is being approved under the following 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.

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s).

6. You shall conduct the study in accordance with the DGDA approved protocol and shall
fully comply with GCP guidelines.

7. You shall submit a report for time extension of the protocol if you are unable to complete
the protocol activities within the time mentioned in the protocol.

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.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban, Mohakhali,
Dhaka-1212, Bangladesh

Memorandum 00|83
Memo no: - DGDA/CTP-1/06/2016/ G 2.0 Dated: £ 604"

To

Dr. Md. Saruar Bhuiyan

Principal Investigator of research protocol# PR-17082

Post-Doctoral Fellow, Enteric and Respiratory Unit

Infectious Diseases Division (IDD), icddr,b

Mohakhali, Dhaka 1212

Subject: Approval of research protocol of ‘‘Investigation of innate immune responses to Salmonella
Typhi in typhoid fever in children and adults patients and vaccines in Dhaka, Bangladesh.

The research protocol of “Investigation of innate immune responses to Salmonella Typhi in typhoid fever
in children and adults patients and vaccines in Dhaka, Bangladesh” is being approved under the following
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.

5. You shall obtain prior approval from DGDA for any modification in the approved research
protocol and/or approved consent form(s).

6. You shall conduct the study in accordance with the DGDA approved protocol and shall fully
comply with GCP guidelines.

7. You shall submit a report for time extension of the protocol if you are unable to complete the
protocol activities within the time mentioned in the protocol.

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. : :

9. You shall recruit/enrol 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

W



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.

. Data and/or samples should be collected and interviews should be conducted as specified in the
DGDA approved protocol, and confidentiality must be maintained. Data/samples 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.

- You shall promptly and fully comply with the decision of the DGDA to suspend or withdraw its
approval for the research protocol.

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

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

- In Protocol the study is claimed as phase I study but it should be phase IV study, accordingly you
have to amend protocol and to inform DGDA within 15 working days.

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

Major General Md.

Director Gengral
NA Directorate General of Drug Administration,
Mohakhali,
Dhaka-1212, Bangladesh.
Phone: 9880825
E-mail: dgda.gov@gmail.com.
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JiVitA Maternal and Child Health Research Project

Project Headquarters \
Godown Road, Gaibandha, Bangladesh

April 24, 2018

Director General
Directorate General of Drug Administration ﬁ‘

Govt. of the People ‘s Republic of Bangladesh
Mohakhali, Dhaka-1212. b

url®

Subject: Response to the DGDA for the approval of Micronutrient Supplementation Before and During
1*'Pregnancy to Improve Birth Qutcomes (JiVitA-5) Protocol.

Dear Sir,

We thank the DGDA for their careful review of our proposal trial titled JiVitA-5 “Micronutrient
Supplementation Before and During 1st Pregnancy to Improve Birth Outcomes (JiVitA-5).” We have
reflected on the committee’s queries (Memo No- DGD/CLT-132/13/9238 dated April 16, 2018) and offer
the following responses for your consideration.

1. Clinical Trial Data Safety Monitoring Board (DSMB) has to be formed before the Clinical Trial started.

Thank you for this request. We have formed | a DSMB, composed of the following experts representing
relevant areas of nutritional sciences, epidemiology, clinical trials and biostatistics. We have attached the
list of DSMB members. A first meeting of the JiVitA-5 DSMB is being scheduled for the month of May,
2018. - ~

2. Wage loss compensation for the study subjects have to be arranged and mentioned in the protocol.

As has been the practice in previous trials over the past 18 years, JiVitA will arrange home visits and, for
the substudy, clinic visits at times that are prearranged. To the extent possible, interviews and visits will
be scheduled at times that are least disruptive and convenient for participating women as possible. In the
substudy, women will be reimbursed thelr transport costs and prowded a free meal. We have indicated in
the updated study budget the amount ea;;:;k;a“ Fowr”conveyance food and small gifts that will be
provtded for study partmpatlon As part of the consent process women are informed about the amount of
tlme that the study is expected to take. Participation is completely voluntary, at all times. Further, if there
is a perceived burden enrolled women are informed that they can withdraw from the study at any time.
For these reasons, we respectfully believe that wage loss compensation is not necessary, and could be
viewed as coercion.

Field Office Chalkmamrojpur, Shadullapur Road, Gaibandha. Phone: +880-541-61283, Fax +880-521-61473
Gaibandha



Only Gaibandha district is selected as the study area. That area is considered as poor nutrient area,
which does not represent the whole Bangladesh. So, for this, considering selection another one area of
Bangladesh is being advised.

Gaibandha was selected because it was an area that reflected many general characteristics of rural
Bangladesh, based on extensive site visits throughout the country and reviews of GOB statistics and other
surveys. These initial impressions have been supported by data collected over the past 18 years within
JiVitA studies and from government agency reports, affirming Gaibandha’s general level of development,
health, health care services, diet and nutritional status to be somewhere between the “25" and 40"
percentile” of rural development in the country, providing a strong basis for generalizing resea}%ﬁ‘rﬁ\angs
in Gaibandha to rural areas throughout the country and, more broadly, other regions of the Gangetic
floodplain/fhe Gaibandha site was chosen only after much consideration because of the substantial
investment that was anticipated, and has occurred over the years, to build a large and competent field
research organization, infrastructure, mapped communities, communications, finance network for paying
staff, and to earn and work to maintain trust with the larger Gaibandha community of more than 600,000
people, as well as with district officials. For these reasons, it is not possible for the proposed study to be
done elsewhere.

4. Exclusion criteria for diabetes mellitus patients should be specified in the protocol.

The prevalence of diabetes in the general population in Rangpur Division has been estimated at 8.8% (6.0,
10.2%) (Akter, 2014), but we would expect a much lower prevalence in our study population, which
consists of relatively young newlywed women. We have not excluded people with diabetes from our
study as we do not feel that there is evidence to suggest that harm would result from micronutrient
supplementation prior to/entering pregnancy- in fact, there is evidence suggesting that a number of
vitamins and minerals may actually help reduce oxidative stress, improve glycemic control, and/or exert
antioxidant activity among people with diabetes (Bonnefont-Rousselot, 2004). Furthermore, screening for
diabetes among the thousands of young women to be enrolled would not be practical/cost effective and
could also limit the generalizability of the study. The decision to not exclude people with diabetes is
consistent with all multiple micronutrient trials in pregnancy that we have reviewed in the literature.

5. If we provide iron supplement of Gestational diabetes mellitus (GDM) patients then there will be a
possibility to develop insulin resistance. The DGDA needs to be informed how this will be managed.

We appreciate that this concern appears to draw on previous findings from our work that iron in the
groundwater in Bangladesh appears to reduce the risk of iron deficiency anemig (Rahman, 2016). One
point that we would like to clarify however is that we are testing multiple micronutrient supplements that
contain iron as one of their components (in the amount of 30 mg/day), a formulation that is an
approximate RDA for pregnant women and similar to that endorsed by UNICEF and used in many
countries. The iron content of the supplements we are testing is actually much lower than the dosage of

W
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/ iron-folic acid supplements provided to pregnant women for free by the Government of Bangladesh, which
- T s G e i SR -t .
'/ contain 60 mg/day of iron.
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s far as the risk of gestational diabetes, we are not aware of trials that have found an increased risk of
gestat»onal diabetes associated with multiple micronutrient or iron supplementation. According to a
recent systematic review (Haider, 2013), only one trial has tested the effect of iron supplementation on
gestatlonal diabetes -- and that study found no effect of supplementation with 60 mg iron daily on GDM
| nsk (Chan, 2009). Additionally, in a large observational study conducted in the US, no significant

¥ associations were found between supplemental iron intake and GDM risk (Bowers, 2011). Based on

~ current evidence, we do not feel that there is a demonstrated risk that our multiple micronutrient
supplements, which use a lower dose than the national iron-folic acid program, would increase the risk of
GDM, and feei that it wouid not be practicai to screen thousands of women for GDivi to identity a few
women who might develop it or require management in this setting.

6. The CRO of JiVitA-5 Clinical trial Beximco Bioequivalence Centre (CRO) should constitute IRB/IEC.

i T——
While Beximco is responsible for making the supplements, the study will be carried out at the JiVitA site

under the supervision of the Johns Hopkins and JiVitA teams. We respectfully note that the trial protocol
has been reviewed and approved by the Bangladesh Medical Research Council and the Institutional

/ Review Board at Johns Hopkins Bloomberg School of Public Health The study will also be registered at
“ClinicalTrials. gov, an international body that monitors chmcal and community trials globally.

We sincerely hope that the above responses and explanations are acceptable and kindly request approval
for our protocol so that we can implement the study according to plan.

Sincerely,

Caonti@opdt

Keith P. West, Jr., Dr.P.H.

Professor and Director, Principal investigator,

Center for Human Nutrition JiVitA Project, Bangladesh
Department of International Health Johns Hopkins Management Board
Baltimore, MD, USA ) JHU,B Board, Director

Email: kwest@jhsph.edu 1
Phone: 1-410-955-2061 |
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i

budget denoting subject conveyance and food

Total Bud_g_et

Budg

Detailed Budget

1|Personnel cost . -
Senior Management Team 3 270,000 15% 36 BDT 1,458,000
Project Physicians 1 70,000 25% 36 BDT 630,000
Accounts staff 2 80,000 20% 36 BDT 576,000
Admin Staff 3 90,000 20% 36 BDT 648,000
Data Center Staff 1 85,000 20% 36 BDT 489,600
Field Interviewers 30 540,000 25% 36 BDT 4,860,000
Field Supervisors 4 120,000 25% 36 BDT 1,080,000
Field Officers 4 60,000 25% 36 BDT 540,000
Quality Control Staff 3 90,000 30% 36 BDT972,000
Translation Specialists 1 50,000 30% 36 BDT 270,000
Phiebotomy Team 4 100,000 25% 32 BDT 800,000
Drivers 2 40,000 25% 36 BDT 360,000
Cooks 1 12,000 25% 36 BDT 108,000
Security Staff 4 50,000 25% 36 BDT 450,000
Cleaning Staff 5 50,000 20% 36 BDT 360,000
Assistance staff
{mechanics, electrician,
etc. 4 48,000 20% 36 BDT 345,600
Subtotal of salaries o , BDT 13,947,200
Bung_et for Other Direct Expenses
2 |Field expenses for data collection and program implemental 36 BDT 5,580,000
~ Time - -
; ~ ; No. of , , duration | Amount (in
3|Supplies and materials | units Cost per unit (in months) Taka)
Biospecimen Collection
and Transport 1000 250 N/A BDT 250,000
4 jinternal travel cost 36 BDT 340,500
5 | Training costs 36 BDT 150,000
6 |Form Printing 36 BDT 75,000
7 |Rental and Maintainence charges 36 BDT 150,000
Computer, Phone and
8|Airtime Costs 36 BDT 1,000,000
9 | Administrative overhead 36 BDT 330,000
10 {Subject Conveyance and Food 36 BDT 120,000
~ Subtotal of other Direct Ex?énSes‘ ' . BDT 2,415,500

Field Office
Gaibandha

Chalkmamrojpur, Shadullapur Road, Gaibandha. Phone: +880-541-61283, Fax +880-521-61473



Memo no:- DGDA/CTP-11062016. 1 { 4 39

To

Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban
Mohakhali,

Dhaka-1212, Bangladesh

Memorandum

Professor Keith P. west Jr., Dr. P.H.

Principal Investigator

JiVitA Maternal & Child Health Research Project
Godown Road, Gaibandha. Bangladesh

Subject: Approval of research protocol “Micronutrient Supplementation Before and

During 1st Pregnancy to Improve Birth Outcomes (JiVitA-5)7,

The research protocol of “Micronutrient Supplementation Before and During 1st Pregnancy to
Improve Birth Outcomes (JiVitA-5)" is being approved under these conditions:

[N

Lo

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

The DGDA approval shall automatically be revoked after one year if the research is
not started. After one year. you shall have to seck Approval for revalidation of the
protocol by the RRC & ERC' before starting the protocol,

The DGDA should be notified if the protocol is discontinued before the expected date
of completion.

You should notify DGDA immediately of any serious or unexpected adverse effects
on participants or unforeseen events that might affect continued acceptability of the
protocol,

You shall obtain prior approval from DGDA for any modification in thé approved
research protocol and/or approved consent form(s), except in case of emergency to
safeguard/eliminate apparent immediate hazards to study participants. Such changes
must immediately be reported to DGDA.

You shall conduct the study in accordance with the DGDA approved protocol and
shall fully comply with GCP guidelines.

You shall submit a report for time extension of the ppotocol (in prescribed from) if
you are unable to complete the protocol activities

protocol.
Wwh

ithin the time mentioned in the

Dated: O:,L‘ 05 Q’O’g



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 and staff directly involved in this rese.

You shall recruit/enroll participants for this study strictly adhering to the criteria
mentioned in the research protocol.

- 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.

- Data and/or samples should be collected and interviews should be conducted as

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

Data/samples 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.

- You shall promptly & fully comply with the decision of the DGDA to Suspend or

withdraw its approval for the Research Protocol.

. Important Steps in the Protocol will be monitored by DGDA during Research.

4. Permission of DGDA is needed to send Research Sample outside of the country.

- You have to submit Research findings/results to DGDA.

Major General M
M Director Gereral,
! Directorate General of Drlig Administration,
Mohakhali,
Dhaka-1212, Bangladesh.
Phone: 9880825
E-mail: dgda.govi@gmail.com.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban
Mohakhali,

Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ §.5 768 Dated: ozf 1OF+ 90/8

To

Dr. Firdausi Qadri

Principal Investigator

Protocol number: PR-18003

Senior Scientist and Head

Mucosal Immunology & Vaccinology Laboratory, icddrb
68 Shaheed Tajuddin Ahamed Sarani

Mohakhali, Dhaka-1212, Bangladesh

Subject: Approval of research protocol “A Phase 1 Double-Blinded, Placebo-
Controlled, Dose Escalation Study to Evaluate the Safety and Immunogenicity of
Double Mutant Heat-Labile Toxin LTR192G/1.211A (dmLT) from Enterotoxigenic
Escherichia coli (ETEC) by Oral, Sublingual, or Intradermal Vaccination in_Adults
Residing in an Endemic Area’’,

The research protocol of “A Phase | Double-Blinded, Placebo-Controlled, and Dose
Escalation Study to Evaluate the Safety and Immunogenicity of Double Mutant Heat-Labile
Toxin LTR192G/L211A (dmLT) from Enterotoxigenic Escherichia coli (ETEC) by Oral,
Sublingual, or Intradermal Vaccination in Adults Residing in an Endemic Area” is being
approved under these conditions:

1. The research protocol is approved for the period of 2 years from the date of approval
by DGDA.

2. The DGDA approval shall automatically be revoked after two years if the research is
not started. After two years, you shall have to seek Approval for revalidation of the
protocol by the RRC & ERC before starting the protocol. .

3. The DGDA should be notified if the protocol is discontinued before the expected date
of completion.

4. You should notify DGDA immediately of any serious or unexpected adverse effects
on participants or unforeseen events that might affect continued acceptability of the
protocol.

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s), except in case of emergency to
safeguard/eliminate apparent immediate hazards to study participants. Su changes
must immediately be reported to DGDA.




6. You shall conduct the study in accordance with the DGDA approved protocol and
shall fully comply with GCP guidelines.

7. You shall submit a report for time extension of the protocol (in prescribed from) if
you are unable to complete the protocol activities within the time mentioned in the
protocol.

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 and staff directly involved in this rese.

9. 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.

11. Data and/or samples should be collected and interviews should be conducted as
specified in the DGDA approved protocol, and confidentiality must be maintained.
Data/samples 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 shall promptly & fully comply with the decision of the DGDA to Suspend or
withdraw its approval for the Research Protocol.

13. Important Steps in the Protocol will be monitored by DGDA during Research.

14. Permission of DGDA is needed to send Research Sample outside of the country.

15. You have to submit Research findings/results to DGDA.

Major General Md fizur Rahman,
M Director'GeneralQ 4 JUL 2018

Directorate General of Drug Administration,
Mohakhali,
Dhaka-1212, Bangladesh.
Phone: 9880803
E-mail: dgda.gov@gmail.com.




Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban
Mohakhali,

Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ { 5 F6F Dated: 6410 ¥ o0 2

To

Dr. Fahima Chowdhury

Principal Investigator

Protocol number: PR-18020
Associate Scientist

Enteric and Respiratory Infections,
Infectious Diseases Division, icddr,b
68 Shaheed Tajuddin Ahmed Sarani
Mohakhali, Dhaka-1212, Bangladesh

Subject: Approval of research protocol “A randomized observer-blinded non inferiority
trial to evaluate the immunogenicity and safety of locally manufactured Hepatitis B
Yaccine ‘Hepa B’ in Bangladeshi healthy adults.

The research protocol of “A randomized observer-blinded non inferiority trial to evaluate the
immunogenicity and safety of locally manufactured Hepatitis B Vaccine "Hepa B’ in
Bangladeshi healthy adults” is being approved under these conditions:

1. The research protocol is approved for the period of 2 years from the date of approval
by DGDA.

2. The DGDA approval shall automatically be revoked after two years if the research is
not started. After two years, you shall have to seek Approval for revalidation of the
protocol by the RRC & ERC before starting the protocol.

3. The DGDA should be notified if the protocol is discontinued before the expected date
of completion. -

4. You should notify DGDA immediately of any serious or unexpected adverse effects
on participants or unforeseen events that might affect continued acceptability of the
protocol.

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s), except in case of emergency to
safeguard/eliminate apparent immediate hazards to study participants. Such changes
must immediately be reported to DGDA.

M



You shall conduct the study in accordance with the DGDA approved protocol and
shall fully comply with GCP guidelines.

You shall submit a report for time extension of the protocol (in prescribed from) if
you are unable to complete the protocol activities within the time mentioned in the
protocol.

. 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 and staff directly involved in this rese.

You shall recruit/enroll participants for this study strictly adhering to the criteria
mentioned in the research protocol.

. 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.

. Data and/or samples should be collected and interviews should be conducted as
specified in the DGDA approved protocol, and confidentiality must be maintained.
Data/samples 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.

- You shall promptly & fully comply with the decision of the DGDA to Suspend or
withdraw its approval for the Research Protocol.

. Important Steps in the Protocol will be monitored by DGDA during Research.

. Permission of DGDA is needed to send Research Sample outside of the country.

- You have to submit Research findings/results to DGDA.

Major General Md. aﬁzb‘f Rahman,
Director Genteral, JUL 2018
N Directorate General of Drug Administration,
Mohakhali,
Dhaka-1212, Bangladesh.
Phone: 98808228
E-mail: dgda.gov@gmail.com.



Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban
Mohakhali,

Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ { 5,:“': 6 Dated: Dﬂ,t 07“ 20 18

To

Dr. Shamim Hayder Talukder

Principal Investigator

Eminence associates for social development (CRO)
3/6 Asad Avenue, Mohamrnadpur Dhaka-1207
Bangladesh

Subject: Approval of research protocol “A randomized double-blind placebo-controlled
trial for the evaluation of a polycap, low dose aspirin and vitamin D supplementation in
primary prevention — The International Polycap Study 3 (TIPS 3)

The research protocol of “A randomized double-blind placebo-controlled trial for the
evaluation of a polycap, low dose aspirin and vitamin D supplementation in primary
prevention — The International Polycap Study 3 (TIPS 3)” is being approved under these
conditions:

1. The research protocol is approved for the period of 2 years from the date of approval
by DGDA.

2. The DGDA approval shall automatically be revoked after two years if the research is
not started. After two years, you shall have to seek Approval for revalidation of the
protocol by the RRC & ERC before starting the protocol.

3. The DGDA should be notified if the protocol is discontinued before the expected date
of completion.

4. You should notify DGDA immediately of any serious or unexpected adverse effects
on participants or unforeseen events that might affect continued acceptébility of the
protocol.

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s), except in case of emergency to
safeguard/eliminate apparent immediate hazards to study participants. Such changes
must immediately be reported to DGDA.

6. You shall conduct the study in accordance with the DGDA approved protocol and
shall fully comply with GCP guidelines.

Y




6.

F

10.

11.

12.

13.
14.
15.

You shall conduct the study in accordance with the DGDA approved protocol and
shall fully comply with GCP guidelines,

You shall submit a report for time extension of the protocol (in prescribed from) if
you are unable to complete the protocol activities within the time mentioned in the
protocol.

As principal Investigator, the ultimate responsibulity 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 and staff directly involved in this rese.

You shall recruit/enroll participants for this study strictly adhering to the criteria
mentioned in the research protocol.

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 adequarely 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.

Data and/or samples should be collected and interviews should be conducted as
specified in the DGDA approved protocol, and confidentiality must be maintained.
Data/samples 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.

You shall promptly & fully comply with the decision of the DGDA to Suspend or
withdraw its approval for the Research Protocol.

Important Steps in the Protoco] will be monitored by DGDA during Research.
Permission of DGDA is needed to send Research Sample outside of the country.

You have to submit Research findings/results to DGDA.

Major General Md sgafizur Rahman,
Directdr Genkral, L
Directorate General of Drug Administration,
“\)\ Mohakhali,
Dhaka-1212, Bangladesh.
Phone: 9880803
E-mail: dgda.gov@gmail.com.
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Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
Oushodh Vaban
Mohakhali,

Dhaka-1212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-1/06/2016/ | ?'379—— Dated: 2.9+ 0 - 20I8

To

Dr. Dinesh Mondal

Principal Investigator & Senior Scientist
Protocol number: PR-17116

Nutrition and Clinical Services Division, icddrb
68 Shaheed Tajuddin Ahamed Sarani
Mohakhali, Dhaka-1212, Bangladesh

Subject: Approval of research protocol “A Multi-Center, Open-Label, Randomized, Two
treatment, Parallel, Single period, Multiple-Dose, Steady state, Global Bioequivalence
study of Amphotericin_B Liposome (Auromedics Pharma LLC, USA) in Visceral
Leishmaniasis patients under fed condition”

The research protocol of “A Multi-Center, Open-Label, Randomized, Two treatment, Parallel,
Single period, Multiple-Dose, Steady state, Global Bioequivalence study of Amphotericin B
Liposome (Auromedics Pharma LLC, USA) in Visceral Leishmaniasis patients under fed
condition™ is being approved under these conditions:

1. The research protocol is approved for the period of 2 years from the date of approval by
DGDA.

2. The DGDA approval shall automatically be revoked after two ycars if the research is not
started. After two years, you shall have to seek Approval for revalidation of the protocol
by the RRC & ERC before starting the protocol. _

3. The DGDA should be notified if the protocol is discontinued before the expected date of
completion.

4. You should notify DGDA immediately of any serious or unexpected adverse effects on
participants or unforeseen events that might affect continued acceptability of the protocol,

5. You shall obtain prior approval from DGDA for any modification in the approved
research protocol and/or approved consent form(s), except in case of emergency (o

W




&
14.
R

safeguard/eliminate apparent immediate hazards to study participants. Such changes must
immediately be reported to DGDA.

You shall conduct the study in accordance with the DGDA approved protocol and shill
fully comply with GCP guidelines. :

You shall submit a report tor time extension of the protocol (ir prescribed from) it vou
are unable to complete the protocol activities within the time mentionec in the protocol.
As principal Investigator, the ultimate responsibility for scientific and ethical conduct
including the protection of the rights and weltare of study paiticipants vest upon you.
You shall also be responsible for ensuring competence, integrity and ethical conduct ol
other investigators and staff directly involved in this rese.

You shall recruit/enroll participants for this study strictly adhering to the criteria
mentioned in the research protocol.

. You shall obtain legally effective informed consent (i.e. cons:nt should be free from

cocreion or undue influence) from the selected study partizipant, or their legally
responsible representative, as approved in the protocol, using th: appreved consent form
prior to their enrolment in this study. Before obtaining consent, all prospective study
participants rnust be adequately informed about the purpose(s) of the study. its methods
and procedures, risk and benefits, compensation plan, right 10 participate/ not participate
in the study or withdraw from the study. |

. Data and/or samples should be collected and interviews should be conducted as specificd

in the DGDA approved protocol, and contidentiality must be maintained. Data/samples
must be protected by reasonable security, safeguarding against risks such be their less 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.,

. You shall promptly & fully comply with the decision of the DGDA to Suspend or

withdraw its approval {or the Research Protocol.

Important Steps in the Protocol will be monitored by DGDA during Research.
Permission of DGDA is needed to send Research Saniple outside of the country.
You have to submit Research findings/resulis to DGDA.

stafizur Rahman
DirecTor General
M Directorate General of Drug Administration
Mohakhali, Dhaka-1212. Bangladesh,
Phone: 9880803, E-mail: dgdu.goviwgmail.coimn

Major General



Government of the People’s Republic of Bangladesh
Directorate General of Drug Administration
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Mohakhali, Dhaka-1212, Bangladesh
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