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APPENDICES
Appendis 1

CONSENT FORM FOR THE OBSERVATIONAL PART OF THE STUDY

Title of the Project: Comparison of the efficacy of a 7day versus a 14-day course o inravenous anfbiofics
i the treatment of uncomplicated neonatal bacteril sepss: a randomsized controlled non-inferiority ral.
‘Spomsor: Indian Council of Medical Research, Delli

Centre Investigators:

Subject’s name:

Ihave read the Patient Iformation Sheet dated 15/1022018 and have been explained the nature of the study
and T am aware of the following facts:

1 Thave been invited fo allow my child o participatein  research project, s mentioned sbove, because my
child meets the eligibilty criera fo the observational part of the sudy.

2. Tam giving consent for the firstpart of the study. which is observational in nate.

Tmderstand that my participation inthe study is voluntary and that  am fre to withdraw at any time,
without giving any reason. without my medical cae or legal rights being affected.

3. Tunderstand tha the sponsor of the study, nvestigators, the efhics committee, and the regulatory
‘authorites will not need my permission o look at my child's healh records both in espect of the current
study and any further research that may be condiucted in relation fo i, even if [ withdraw fom the study. 1
‘nderstand that my identity will ot b revealed in any information released to 3rd parties or publihed

4. Tagree not toresrict the use of any data o resultstht aise fom this sty provided such useis enly for
scientific purposes.

5. Tunderstand that all nformation gathered in the course of the study will be kept confidential.

6. I have been provided the contact iformation of the investigators, as above. The above informationis ina
Ianguage that | can understand.

herey give my voluntary conset to erolmycild, by of inthe above
sty

Siggature o thumb impression of the legally acceptable representative:
Name:

‘Relationship with the child:

Date

Winess signature:
Witness name:

Datey
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Appendix)
CONSENT FORM FOR RANDOMIZED CONTROLLED TRIAL PART OF THE STUDY

Title of the Project: Comparison of the effcacy of a 7day versus a 14-day course of infravenous anfbiotics
i the treatment of uncomplicated neonatal bactril sepss:  randomized controlled non-inferiority ral.

‘Spomsor: Indian Council of Medical Research, Delli
Centre Investigators:
Subject’s name:

Ihave read the Patient Iformation Sheet dated 15/10/18 and have been explained the nafure ofthe sudy and
Tam aviare o the following fact:

1. Thave been invited to allow my child to participate in aresearch project, as mentioned above, because my
child mees the eligibilty criera fo the second part of the sudy, which i a randomized confrolle fria.

2. Lam giving consent for the second part of the study, which s a rndomized controlled rial
I£1 give consent, Tnderstand that my child would receive ether a 7-day course or a 14-day course of
intravenous ansbiofics on a random basis and would be followed up for 45 weeks forpossible relapse
and new infections.

3. Tunderstand that I vill not be provided monetary compensaion for pariciption but my travel expenses
Sor coming for follow-up visits will b reimbursed.

4. Tunderstand that n the event of any serious adverse event that i judged by an independent group of
experts to be atibuted to participation i the trial, my baby will be entitled to fre freatment for that
adverse event.

5. Tnderstand thatin case of any serious adverse event, inchuding death, that i judged by an independent
eroup of experts to be because of partcipation in the tral, fnancial compensation will be providedto the
Samly of the child. I understand that the amount of financial compensation will be decided according to
standard government guidelins.

6. Tunderstand that my particpation n the study is vohmtary and that L am fee to withdraw at any e,
without giving any reason. without my medical care or legal rights being affected.

7. Tunderstand thatthe sponsor o the study, investgators, th ethics committee and the regultory
‘authorites will ot need my permission o look at my child's health records both in espect of the current
study and any further research that may be condiucted in relaion fo i, even if [ withdrarw fom the study. 1
‘nderstand that my identity will not b revealed in any information released to 3d partes or published.

8. Tagree no to restrictthe use of any dafaor resultsthat rise fom this study provided such use is only for
scientific purposes.

9. Tunderstand that llinformation gathered inthe course of the study will b kept confidental
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