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Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban, Mohakhali,
Dhaka-l212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-I/0 612016l I B 3q
To
Dr. Firdausi Qadri
Principal Investigator of research protocol# pR-17115
Acting Senior Director
Infectious Diseases Division (IDD), icddr,b
Mohakhali,Dhaka 1212

Dated: Lq'OL'LOl9

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 he notified if the said research is discontinued.
4. You should notift DGDA immediately of any serious or unexpected adverse effects or

unforeseen events that might affect on participants.

f.u,Y*o, 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.



Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban, Mohakhali,
Dhaka-l212, Bangladesh

Memorandum

Memo no: - DGDA/CTP-I/0 6120161 389{
To
Dr. Firdausi Qadri
Principal Investigator of research protocol# PR-17120
Acting Senior Director
Infectious Diseases Division (IDD), icddr,b
Mohakhali,Dhaka I2l2

Dated: Lq' OL:L5) I

tocol of o

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 notifu 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.

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.

ethical conduct

vest upon you.

5.

6.

8. As principal Investigator, the ultimate responsibility for scientific and
including the protection of the rights and welfare of study participants

M

vaccine (oPV) and Oral Cholera vaccine (oCV) when co-administeredr'.



Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban, Mohakhali,
Dhaka-l2 12, Bangladesh

Memorandum

Memono:-DGDA/CTP-1/06120161 g8?g Dated: 7q,OL-9-O18

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.

Subiect: Approval of research protocol of "Bioequivalence studv of glvburide and
metformip hydrochloride tablets USP (2.5 ms/500 ms)',.

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.

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.

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.

5.

6.
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Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban, Mohakhali,
Dhaka- I 2 I 2, Bangladesh

Memo no: - DGDA/ crp-vo6/2016/ lzffpruggrq
To
Dr. Md. Saruar Bhuiyan
Principal Investigator of research protocol# PR-17082
Post-Doctoral Fellow, Enteric and Respiratory Unit
Infectious Diseases Division (DD), icddr,b
Mohakhali, Dhaka 7212

Subiect: Approval of research protocol of "Investisation of innate immune responses to ^Salrrrazel/aTvnhi in tvphoid fever in children and adults patients and vaccines in Dhaka. Baneladesh.

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:

l. 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 seek approval from DGDA for starting the research.
The DGDA should be notified if the said research is discontinued.
You should notifr 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.

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.
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.

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

Dated: Lb , 01' 99|8

2.

5.

6.

7.

8.

9.



13.

t4.
15.

16.

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. Datalsamples 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 Mdl
Director

Directorate General of Drug Administration,
Mohakhali,

Dhaka- 12 12, B an gl adesh.
Phone: 9880825

E-mail : dgda.gov @gmail.com.
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Project Headquarters
Godown Road, Gaibandha, Bangladesh

April24,20t8

Director General
Directorate General of Drug Administration
Govt. of the People's Republic of Bangladesh

Mohakhali, Dhaka-12 12. B,fu 
rt

Subject: Response to the DGDA for the approval of Micronutrient Supplementation Before and During
l'tPregnancy to lmprove Birth Outcomes (JiVitA-s) protocol.

Dear Sir,

We thank the DGDA for their careful review of our proposal trial titled JiVitA-S "Micronutrient
Supplementation Before and During 1st Pregnancy to lmprove Birth Outcomes {JiVitA-s)." We have
reflected on the committee's queries (Memo No- DGD/CLT-!32/L3/9298 dated April 1G, 2018) and offer
the following responses for your consideration.

J-'

f. €Iinical Trial Data Safety Monitoring Board TDSMB) has to be formed before the Ctinical Trial started.

Thank you for this request. We have formed a gSNlB, composed of the following experts representing
relevant areas of nutritional sciences, epidemiology, clinical trials and biostatistics. We have attacnea tfre
list of DSMB Fembers. A first meeting of the JiVitA-s DSMB is being scheduled for the month of May,
2A1f.. 'v/" \c'

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 prearra$rged. To the extent possiEie, iriterviews and visits wiii
be scheduled at times that are least disruptive and convenient for participating women as possible. ln the
substudv, women will be reimbursedl!-rglt ![gn!p: tdSk_qgggsgt We have indicated in
the updated study budget the amount ".rrri[tfo..o*ffie, food and smallgifts that will be

3l9j{"{.lorstu.gy-?:rticip3tion.Aspartoftheconsentprocesswomntof
time 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.

chalkmamrojpur, shadullapur Roa{, Gaibandha. Phone: +8g0-541-61283, Fax r880-521-6L4;7z



Gaibandha district is selected as the study area. That area is considered as poor nutrient area,
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 developmenf
health, health care services, diet and nutritional status to be somewhere between the "25th and 4dh
percentile" of rural development in the country, providing a strong basis for generalizirig resea[hTiiEi-ngs
in Gaibandha to rural areas throughout the country and, more broadly, other regions of the Gangetic
floodplainy'he Gaibandha site was chosen only after much consideration because of the substantial
investrnent that was anticipated, and has occurred over the years, to build a large and competent field
fesearch 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 G00,000
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,
LO.Z%I {Akter, 2OL4l, 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 fac! 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,2OO4l. 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. lf we provide iron supplement of Gestational diabetes mellitus (GDM) patients then there witl 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 iroh in the
groundwater in Bangladesh appears to reducethe risk of iron deficiency anemia (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

t/rl"llril{.acid supplements provided to pregnant women for free by the Government of Bangladesh, which
# i*t,

Field Office

€albandha
chalkmamrojpur, shadullapur Road, Gaibandha. phone: *8o-s41-61283, Fax +88o-521-61473



far as the risk of gestational diabetes, we are not aware of trials that have found an increased risk of
pestational diabetes associated with multiple micronutrient or iron supptementation. According to a
rfrecent systematic review {Haider, 20t.3l, only one trial has tested the effect of iron supplementation on

fieestational 
diabetes -- and that study found no effect of supplementation with 60 mg iron daily on GDM

jfr risk (Chan, 2009). Additionally, in a large observational study conducted in the US, no significant

flr 
associations were found between supplemental iron intake and GDM risk {Bowers ,ZOLL\. Based on
current evidence, we do not feel that there is a demonstrated risk that our multiple mioonutrient
supplements, which use a lower dose than the national iron-folic acid program, would increase the risk of
GDM, and feei that it wouiti not be practicai to screen thousancis of women for GDM to icientiry a few
women who might develop it or require management in this setting.

6. The CRo of JiVitA-S Clinical trial Beximco Bioequivalence Centre (cRO) should constitute tRB/tEc.
g-

While Eeximco is responsible for making the supplernents, ttle study will be carried out at the JiVitA site
under the supervision of the Johns Hopkins and JiVitA te#s. We respectfully note that the trial protocol
has been reviewed and approved Uy the Bangladesh Medical Research Council and the lnstitutional

1 .!eig qqh99l-9f Pttlli alth. The study will also be registered at,lthatmonitorsclinicalandcommunitytrialsglobally'

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,

Keith P. Wesl Jr., Dr.P.H.
P rofe sso r a n d D i re cto r,
Center far Huma n Nutrition
Deportmeht of lnternotional Health
Boltimore, MD, USA

Ema il : kwest@j hs ph.ed u
Phone: 747A955-2061

Principa I I nvestigotor,
J ivitA P roj ecl Ba ng lo de sh
Johns Hopkins Management Boord
JHU,B Boord, Director

chalkmamrojpur, Shadullapur Roa4 Gaibandha. Phone:.r88t)-E4l-6128+ Fex +880-521-61473



Rahman MM, Abe SK, Sultana P. Prevalence of diabetes and prediabetes and their risk factors
Bangladeshi adults: a nationwide survey. Bulletin of the World Health Organization. 2014 Jan

:204-13A.

nefont-Rousselot D. The role of antioxidant micronutrients in the prevention of diabetic complications.
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t, Child Health Program, Public Health Sciences Division ICDDR,B, Dhaka

Nanan L Sloan, Dr.P.H.

Epidemiologist Clinton Health Access lnitiative, New york, Ny, USA

RukhsanaHaider. MBBS, MsC. phD

chairperson, Training & Assistance for Health & Nutrition Foundation, Dhaka

E mornUdamkesmo lee. Ph D :

Associate Professor, lnstitute of Nutrition, Mahidol university, Bangkok

AlomairKobir. Msc

Ph D Ca ndidate {biostatistics}, G riffiths U niversity, Austra lia

chalkmamrojpur, shadullapur Road Gaibandha. phone: {€80-s41-61i183, Fax r88&5zt-6t472



udget denoting subject conveyance and food

Detailed

Subtotal of'setaries
t for Other Direct

Subtotel otherrDirecl

Field Office
Gaibandha

Personnel cost
Senior Management Team BDT 1.458,OOO
Proiect Phvsicians BDT 630.OOO
Accounts staff BDT 576.OOO

BDT648.OOO
Data Center Staff BDT 489.600
Field lnterviewers BDT4.860.OOO

BDT 1.O80.OOO
Field Officers BDT 540.OOO
Qualitv Control Staff BDT 972.OOO
Translation Special ists BDT 270.OOO
PhlebotomvTeam
Drivers BDT 360,000

BDT 108,O0fl
Securitv Staff BDT450
Cleanine Staff BDT 360,OOO
Assistance staff
(mechanics, electrician,
etc. 8DT345,600

EDT11,947,200

Field expensesfor data collection and program implem

Supplies and materials CoBttreruolt
Biospeci men Col lection

BDT 34

BDT 75,OOO
Rental and Maintainence c BDT 150
Computer, Phone and
Airtime Costs
Administrative overhead BDT 330

BDT 12O

Chalkmamrojpur, Shadullapur Road Gaibandha. Phone: {480-541-61283, Fax +880-52t-6t473



Government o1'the People's Republic o1. Bangladesh
Directorate General of Drug Administration

Oushodh Vaban
Mohakhali,

Dhaka- I 2 | 2, Banglade sh

Mcmo
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MeIno[andum

DGDA/CrP-|t06t2016, L I I bl

Professor Keith P. west Jr., Dr.
Principal Investigator
Ji\/itA Maternal & Child Health Research project
Godow rr Road. Caibandha. Banglaclesh

SHbiect: APDroval of researcbJrotocol "MicronFtrient Surrqlementation Before and

The research protocol of "Micronutrierrt Supplernentation Uefbre and During lst pregnancy
Improve Birth Outcomes (JiVitA-5)" is being approvec'l under these conditions:

Dated: Of of' g-blg

l. The research protocol
approval by DGDA.

approved for the period of 12 months from the date of
I

year if the research is

fbr revalidation of the

2. The DGDA approval shall automatically be revokecj after one
not started, After one year, you shall have to seek Approval
protocol by the RRC & i:R(.t betbre starting the protoool,

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

4. You should notify DGDA immecliately of any serious or unexpected adverse effects
on participants or unfbreseen events that might affbct continued acceptability of the
protocol,

5. You shall obtain prior approval fiom DGDA lor ar-ry rnodification in thd approved
research protocol and/or approved consenl form(s), except in case of emergency to
safeguard/eliminate apparent immediate hazard,s 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
with GCP guidelines.

a report fbr time extension ol'the pyotocol (in prescribed from) if
time mentioned in the

shall fully comply
7. You shall submit

you are unable to
protocol.

completc the protocol activities ithin the



E

9.

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 fbr 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.
Datalsamples must be protectecl by reasonable security, safeguarding against risks
such be their loss or unauthorizecl access. destructions. usage ancl modifrcation,
Datalsamples should not be disclosed. made available to or use fbr purposes other
than those specified in the protocol, and shall be preserved for a period, as specified
under policiesipractices.

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 rnonitored 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.

M

tlM

ajor General M

Directorate General of Dr{rg Administration,
Mohakhali,

Dhaka- 1 2 I 2. Bangl adesh.
Phone: 9880825

E-mail : dgda. gov@gmail,com.

11.

12.

13.

14.

15,

Rahman,
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Government of the people,s Republic of Bangladesh
Directorate Generai of Drug Administration

Oushodh Vaban

D h.k. 
y;rTllller 
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Memorandum

Memo no: - DGDA tCTp-UO6t20t6/ tsTbg
To
Dr. Firdausi eadri
Principal Investigator
Protocol number: pR-1 g003
Senior Scientist and Head
Mucosal lmmunology.& Vaccinology Laboratory, icddrb68 Shaheed Tajuddin Ahamed Sarani
Mohakhali, Dhaka- I 2 1 2, Bangladesh

Dated: o+,ryLol\

The research protocol of ,,A phase
Escalation Study to Evaluate the Safetv
Toxin LTR1 92GtL2l1A (dmLT) fiom
Sublingual, or Intraderrrui Vu..inurion
approved under these conditions:

I Double-Blinded, placebo-Controlled, and Dose
and Immunogenicity of Double Mutant Heat-Labile
Enterotoxigenic Es.cherichia coti (ETEC) by Oral,in Adults Residing in an Ende.i. Ar.u,, is being

l. The research protocol is approved for the period of 2 years from the date of approvalby DGDA.
I'he DGDA approval shall automatically be revoked after two years if the research isnot started' After two years, you shall have to seek Approval for revalidation of theprotocol by the RRC & ERC before starring the protocoi.
The DGDA should be notified if the protocol is discontinued before the expected dateof completion.

You should notify DGDA immediately of any serious or unexpected adverse effectson participants or utrforeseen events that might aftbct continueci acceptability of theprotocol.

2.

J.

4.

5.

:::""'::,:":::i i::l approval from DGDA for any modincation in the approved

safeguard/eliminate apparent immediate hazarcrs io study partici
must immediately be reported to DGDA.

lpants, Suyfl changes



11.

6. You shall conduct the study in accorclance 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

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.
You shall obtain legally effective informed consent (i.e. consent should be free from
coercion or undue influence) from the seiected study participants or their legally
responsible representative, as approved in the protocol, using the approved consent
form prior to their enrolment in this study. Befbre 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 ancl 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 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 monitoreci 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 M frzur Rahman,
r0{ JUt 20ts

Directorate (ieneral of Drug Adminislratibn,
Mohakhali,

Dhaka-1 2 1 2, Bangladesh,
Phone:98808OF

E-mai I : dgda.gov @gmail. com.



Government of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban
Mohakhali,

Dhaka- 1 212, Bangl adesh

Memorandum

Memo no: - DGDA/CTP-tl06l2Ot6t I 5WT Dated: Af ,O? 0n 18

To
Dr. Fahima Chowdhury
Principal Investigator
Protocol number: PR-l 8020
Associate Scientist
Enteric and Respiratory Infections,
Infectious Diseases Division, icddr,b
68 Shaheed Tajuddin Ahmed Sarani
Mohakhali, Dhaka- I21 2, Bangladesh

inferiori
trial to evahlate the immunogenicitv and safetv of locallv uunufu.t,r..O Henatitis B
Vaccine 'Hepa B' in Bansladeshi healthy adults.

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

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

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

2.

J.

4.

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 fiom) 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.

1 l. 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 monitorecl by DGDA during Research.
l4' Permission of DGDA is needed to send Research Sample outside of the country.
15. You have to submit Research findings/results to DGDA.

Directorate Ge,neral of Drug Administration,
Mohakhali,

Dhaka- 1 2 I 2, Bangladesh.
Phone: 9880843

E-mail : dgda. gov@gmail.com.



Govemment of the People's Republic of Bangladesh
Directorate General of Drug Administration

Oushodh Vaban
Mohakhali,

Dhaka- 1 2 1 2, Bangladesh

Memorandum

Memo no: - DGDA ICTP-ll06l20t6l t f +L L

To
Dr. Shamim Hayder Talukder
Principal Investigator
Eminence associates for social development (CRO)
3/6 Asad Avenue, Mohammadpur, Dhaka-1207
Bangladesh

Dated: U+, ,7, 991r8

evalua low dose aspirin and vitamin
primarv 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.
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,
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 the approved
research protocol andlor 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
shall fully comply with GCP guidelines.

2.

3.

4.

5.

6. DGDA approved protocol and



6' You shall conduct the study in accordance with the DGDA approved protocor andshall fully comply with GCp guidelines.
7' You shall submit a report ro. time extension of the protocol (in prescribed Irom) if

;:;ff 
*able to complete the protocol activities within the time mentioned i, the

8' As principal Investigator, the ultimate responsibrlity for scientific and ethical conductincluding the protection of the rights an<l welfar,, of utrdy participants vcst upon you.You shall also be responsible lor ensuri,g comletence, integrity and ethical r:onductof other investigators and staff directry invorvecr in this rese.9' You shall recruit/enroll participants for this stucry strictly adhering to the criteriamentioned in the research protocol.
l0' You shall obtain legally effective informed con'ent (i.e. consent should be free fromcoercion or undue influence) lronr the selecte,J study participants or their legallyresponsible representative, as aplrr'ved in the Jrrotocol, using the approved consentform prior to their enrolment io ir,is study. Before obtaining consent, all prospectivestudy participants must be adequately infbrmecl about the purpose(s) of the study, itsmethods and procedures, risk and benefits, compensation plan, right to participate/ notparticipate in the study or withdraw from the stucty.

1 1' Data andlor samples should be collected ancl interviews should be conducted asspecified in the DGDA approvecl protocol, a,d c,nfidentiarity must be maintained.Data/samples must be protected by reasonable security, safeguarding against riskssuch be their loss or unauthorized access. clestructions, usage and rnodification.Datalsamples should not be disclosed, rnacle a'ailable to or use for purposes otherthan those specified in the protocol, and shall be preserved for a period, as specifiedunder policies/practices.
12' You shall promptly & flully comply w'ith the clecision of the DGDA to Suspend or
- - withdraw its approval for the Research protocor.
I3' Important steps in the protocor will be monitored by DGDA during Research.14' Permission of DGDA is needed t. send Research Sample outside of the country.15. You have to submit Research findings/results to DGDA.

Major General Md frzur Rahman,

'u,. !! m mnDirectorale General of Drug ai*ililrffi"Il'
Mohakhali,

Dhaka- 1 2 I 2, Bangla,lesh.
Phone: gSg0grd

E-rnail : dgda.gov@gmail.com.
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Government of the People's Repr-rblic of Bangladi:sh
Directorate General of Drug Administration

Oushodh Vaban
Mohakhali,

Dhaka- I 2 I 2, Bangladesh

Memorandum

Memo no: - DGDA ICTP-tl06t2O16l tT5TL Dated: L1 ' O 1-' AP\S

To
Dr. Dinesh Mondal
Principal Investigator & Sehior Scientist
Protocol number; PR-l 71 l6
Nutrition and Clinical Services Division, icddrb
68 Shaheed Tajuddin Ahamed Sarani
Mohakhal i, Dhaka- l2l 2, Ban gladesh

Subiect: Approval of research protocol "A Multi-Center, Olre!-Label. Ranclumizr:d. fwo
tleatnls:nt, Parallel. Single period" Multiple-Dose, Steady qtate" Global Pioequivalgpce
studv of AErphotericin F Liposome (Aurpmedigs P[aIma L_[,C" USA) in_\[iry&!
Leishmaqiasis patients under fed condition"

The research protocol of "A Multi-Center, Open-Label, Randomized, Two treatment, Parallel,

Single period, Multiple-Dose, Steady state, Clobal Bioequivalence study of Amphotr:ricin B

Liposome (Auromedics Pharma L,[.C, I.JSA) in Visceral I-eishrnaniasis patients urrder fecl

condition" is being approved under these conditions:

l. T'he research protocol is approved for the period of 2 years from the date of approval by

DGDA.
The DGDA approval shall automatically be revoked after two ycars if the research is not

started. Atter two years, you shall have to seek Approval for revalidation of the protocol

by the RRC & ERC before stafting the protocol.
l-he DGDA should be notified if the protocol is discontinued befbre the expectecl date of
completion.

You should notify DGDA immediately of any serious or unexpected adverse effects on

participants or unforeseen events that might affect continued acccptability of the protor:ol,

You shall obtairr prior approval from DCDA for an1, modiilcation in the appro,,'ec{

research protocol and/or approved consent form(s), exrrept irr case of emergens;y' to

2.

J.

4.

5.



saL[i:guard/eliminate apparent irnnrediaf'.' hazards l.o study Jranicil anLt:. Siirclt t:ilrnges tn'tst

inrrnediately be reported to DGDA.

6. \'o,u shall conduct the study in accordance with tl:e DGDA, approvcd yrrotouoi artd:lrirll

lully comply with GCP guidelines.

7. You shalt submit a report lbr time extension of the protoc<ll (ir prcscribecl liorn) i1 'trli
aLe utrable to complete the protocol activitics rvithin ihe t!rirr.: itretttioncc, in tltr: fritr,tt.rt:tll.

8. ,\s plincipaI lnvestigator,,.he r-rltir-nate responsibility I'or riir:tttiili; rttr,-l eihir,:lti cotidttci

including the proteolion o1'the rights anC weltare ,rf stud) palticiparts vest uF,orl \r)Lr.

You shall also be responsible fbr ensuring compelence, intcgrity artd cthicli cotidrici irl

olher investigators ancl staff directly involved in this rese.

9. You shall recruit/enroll participants for this study strictly rtdhc'ring to 1he crltt:ria

mentioned in the researcli protoool.

10, \'orr shall obtain tegally ef'fbctive intirrmcd consent (i.e. cottsltl :,1)ltild i"!' lii;c tl'r;irr

cocrcion or unduc intluence) titlrn th'r seiecte'l studY p't11i:ipii;i{r' or lil'"ir lc':'rr!1i

resltonsible representative, as approved in the proloc:rl, utiittll th: approved liol'tscllt [i,,]'ltl

prir,tr to their enrolrnent in this study. []ielore obtaining conse tt, all pros;roctive s;ttrii]

participants rnust be adequately informed about the purposcts),rltlte sttrdy, its metlhuils

ancl procedures. risk and benefits. contpensation plarn, right r,r p trlit:ipate/ ttr.:,1 pat'ticip,i{r

ilrthestuc1yorwithclrattiionlthestirdy,
Il,I)ara and/ol sartplc-'s:;lrrtrrld bc collectetl and ittteni(:tvs shcrilci [,c c,,rliirlcle(l tis sllci:ilii,,i

in t.he DGDA appror,ed protocol, rlrd conildentiality trust he ntaintairred. llatii/sarrl;rirrs

must be protected by reasonable security. safeg.rardine against risks su,;h bc their li's:; ot

uni,ruthorized access, destructions, usage and modi{ication. Dat/sarn6ries shotrld fl,;t [ri.r

disr:losed, made available to or use fbr purposes other than tltose speciltccl in thc 6rrtttoci'rl"

tinri shall be presert,erl for: a perlocl" as specified uniJcr policii.";ipr,rctii'i.::,

t12. You shall ploinptll' &- tully' compll rritl: tlre dccision oi thr l)iji.,'\ ti; \t-rsltetrr.l r;t

*iihdrar.v its approval lbr tlre Itesearch ProtocrJl.

13. Irnportant Steps in the I)rotocol will be monitorccl b1 DCI)rt durirr;l l{c'earcit.

14. Pr:r'mission of DCDA is needed to sencl Research Sanrple outside of'the i:ountrl'.

15. \'ou have to submit Research findings/resrul,s to DCDA.

Major General strrfizur Rahttran
I1:Jl'ill

[]ircctorate Cent:r'iri oi' i)rtt., "r r-lntitIi:',1il.ttiott

Mohul<hali. Dlrlrl..r-l, i lrirtrlirt.ri'1,.

Photte: 988(1803. L:-i nrri I : iiP.il:,,t'.rv'irl,?tt rI i 1.co, r,
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Governnrent of the People's Reptlblic of Bangladcslt

Directorate General of Drug Adrrrinistration
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Intestinal and Humoral Imrnunity of'rnOPVl ptotocol
a >T(.s]E 

I

Randomizecl. Double-Blinded, Active Contr.ollec1.
Phase I/II Clinical Trial to Assess the Immunogenicitv,
Sat'ety ancl 'f olerabilit), of NBP5l 5 Vtrccine q<r

tocol \ al 4(.+lS I

--_--,r:r'i 9vl \) rl(qiq{ qhSl(q{ =dl'lE \flfIGT q\r-K T]-E BT Tt:ffI lF1q}II-{F< ffi13 >tsl?,

strqlDr fr\-.iT Fic{ qTtmtD;tl s<' T<K q"Ir <CE4 | qfl< cris ffiR€&]i protocol RT(x qrqrolE <{;{{ qrcETD;fi{
q(IErq6i $r{{ ERK qT<EE T{qfr{, €f(IFffi u. ft{fse qf}, u. rcK(fi=flIs.lTA}. e[T]I{ s. qq q:,.r qtt< Tc{Ta.
el(1{,-tq-< v. ?wq' qfuTq {+ €<( CJrts }tf{RBfh;r I q]rf,fDTK \,lmru*rfl.t ou 1fr;r) fr protoco I fcqc{ R'\lt

EqIE, a,-rd;I

{'\eRr FG'r€; oe (&q) fr cqi(b*t<i.i 'sr$:Thr 
s-Ti q1t3

1) Intestinal and Itrurnora] Irnmunity o1'monol,alent
oral poliovirus Vaccirie type 1 (mOPV1) n,hen
administered with and without flactional
inactivated poliovirr-rs vaccine (f1PV) r

2) Evaluation of TaciMan Array Card fbr
enl,ironmental Sulveiliance of Polio Vin_rs arrd
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