Answers to reviewer questions


Please note, supplementary documents: Unfortunately, the images were not all clear for the attachments - Figures 1, 2, and 4 so I checked the format. Trials recommends using the following formats including PDF (Adobe Acrobat), DOC (Microsoft Word), TXT, RTF, EPS, HTML and PPT. png and jpg can be converted into alternative formats that make is easier to publish in clearer format.

All the pictures have now been converted to pdf. 

Please remove all the SPIRIT identifiers, the authors have not followed the template - they have combined SPIRIT items and changed the headings for SPIRIT items. The template must be strictly adhered to for publishing reasons.
The SPIRIT identifiers have now been removed.

Thank you for submitting a complete SPIRIT checklist. There are, however, no page numbers in the manuscript so that makes it hard to find SPIRIT items. It is also helpful if authors use line numbers. It is not possible to state Not Appliable without giving an explanation or leave any SPIRIT blank. 

Page numbers have now been included in the manuscript. 

As the authors have included this a SPIRIT checklist, I will structure my comments in the order of the SPIRIT items in the checklist. 

SPECIFIC COMMENTS
* KEYWORDS: Please use three to ten keywords representing the main content of the article. Consider adding Randomised controlled trial. 
Thank you for the suggestion. This has now been added at the end of the abstract document.
* Item 4: The role of the funding body in the design of the study and collection, analysis, and interpretation of data and in writing the manuscript should be declared.
This has now been added in the admin details section
* Item 8: Please give a description of trial design including framework (e.g. superiority, equivalence, non-inferiority, exploratory). 
This has now been included in the Trial design section.
* Item 9: I could not find a list of centres in a supplementary document as indicated in the protocol. Please attach. Are these centres throughout India? Covering rural and urban areas? Are they all academic centres for excellence? Or have you a mixture of hospitals that all undertake this surgery for cleft palate but have experience with the NAM procedure?
The table with all above information is now added.
* Item 11d: It is not possible to state Not Appliable without giving an explanation. Relevant concomitant care field needs completing and ensure information in the protocol. Perhaps you could state that Implementing nasoalveolar moulding treatment in non-syndromic patients with complete unilateral cleft lip, alveolus, and palate or lip and palate surgery with no NAM treatment will not require alteration to usual care pathways (including use of any medication) and these will continue for both trial arms. There is information "Treatment as usual Treatment as usual will be carried out for both groups of patients, except for the addition of NAM treatment in those allocated to this group. This includes surgical, speech, hearing and any other treatment according to the local protocols at each centre." Perhaps page 5 lines 28-32 but as no page numbers cannot verify. 
This has now been changed as suggested
* Item 17a: I am not clear if data analysts are blinded.
This has now been added for clarity.
* Item 17b: The authors may have omitted this SPIRIT item. Perhaps the authors could write in the protocol or SPIRIT checklist "the design is open label with only outcome assessors being blinded so unblinding will not occur". 
This is now included in the SPIRIT checklist
* Item 20a: I do not know why the sample size calculations are in the middle of the Data analysis section. Please move. Re the SAP - this reference may be helpful - https://trialsjournal.biomedcentral.com/articles/10.1186/s13063-020-04828-8 
Some authors also put the SAP in the Clinical Trials register.
The sample size calculation has snow been moved as suggested.
Thank you for the reference on SAP. We will aim to publish the trial’s SAP in Trials journal.
* Item 25: This is in the protocol twice approximately page 10 lines 4-8 ad also approx.. page 1- lines 56-60.
The duplication has now been deleted
* Item 26a: Could the authors confirm Please give information on who was actually recruiting the patient and gaining informed consent. Is it the surgeon or orthodontist? This information could be added to "Enrolment and Randomization" 
As suggested, the corrections have now been made. 
* Item 26b: It is not possible to state Not Appliable without giving an explanation. Perhaps the authors could state that "This trial does not involve collecting biological specimens for storage."
Thank you for the suggestion. This has now been included in the SPIRIT checklist.
* Item 30: It is not possible to state Not Appliable without giving an explanation. Provisions for post-trial care - you could state "There is no anticipated harm and compensation for trial participation" and it would be helpful to know if there will be any provision for post-trial care.
This statement has now been included in the SPIRIT checklist and in the protocol
* Item 31b: This should be included in the protocol, not as a supplementary document. 
This has now been included in the protocol
* Item 32: I could not find this SPIRIT item in the manuscript. Consent for publication {32}. This item is referred to in Item 26a and asks where can the reader obtain the Informed consent form. Perhaps the authors could state - "Not applicable - no identifying images or other personal or clinical details of participants are presented here or will be presented in reports of the trial results. The participant information materials and informed consent form are available from the authors on request."
The text, as suggested has now been included in the SPIRIT checklist and in the protocol
* Item 33: It is not possible to state Not Appliable without giving an explanation. Perhaps the authors could state "See above 26b there will be no biological specimens collected."
The statement has now been added in the SPIRIT checklist
* Abbreviations: If abbreviations are used in the text they should be defined in the text at first use, and a list of abbreviations should be provided. E.g., CLP, DCC, NAM, NAMUC, SC, UCLAP etc.
A list of abbreviations have been added to the protocol. 


References: There was 1 reference that could not be checked, and 2 that could not be validated. Please ensure information follows guidelines - https://trialsjournal.biomedcentral.com/submission-guidelines/preparing-your-manuscript/study-protocol/#references References can be checked by clicking on "Details" in Editorial Manager for their submission then scroll down to near the bottom and "View Reference Checking Results". 
Thank you. This section has now been checked for errors.

I have no further comments.
