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GENERAL COMMENTS

Thank you very much for giving me the opportunity to review this
interesting study protocol.The authors did an excellent
introduction, methods and well plan pilot studies. The only
comment is "a random sample of 25% of infant who did not have
NEC record in EPR system...to ensure that they did not meet the
criteria of severe NEC". How came with the number of 25%? .
Why did the authors not random sample from the mild or
suspected NEC in stead of no NEC?
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02-Sep-2019

GENERAL COMMENTS

Thank you for the opportunity to review this paper.

The authors present a well designed and important pilot study
protocol in a key area of neonatal transfusion practice.

The methodology for this pilot study is appropriate and | have no
concerns.
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My understanding is that the study is underway and it would be
useful to have the study dates (planned or otherwise) included in
the protocol. A link or otherwise to the original protocol mentioned
in this protocol would also be helpful.

VERSION 1 - AUTHOR RESPONSE

Thank you to both reviewers for their timely and helpful comments, we have responded below.

Reviewer 1

COMMENT 1: Thank you very much for giving me the opportunity to review this interesting study
protocol. The authors did an excellent introduction, methods and well plan pilot studies. The only
comment is "a random sample of 25% of infant who did not have NEC record in EPR system...to
ensure that they did not meet the criteria of severe NEC". How came with the number of 25%? . Why
did the authors not random sample from the mild or suspected NEC instead of no NEC?

RESPONSE: In order to ensure that we do not miss cases of NEC we will check data accuracy in all
cases of mild/suspected NEC AND 25% of cases where NEC was not recorded — this is described on
page 13. The choice of 25% was a pragmatic one, determined by available resources for source data
validation. We have added the following text to explain this in the manuscript on page 13.

“...25% was selected for pragmatic reasons”

Reviewer 2

COMMENT 1: My understanding is that the study is underway and it would be useful to have the
study dates (planned or otherwise) included in the protocol. A link or otherwise to the original protocol
mentioned in this protocol would also be helpful.

RESPONSE: We have added both dates and a link to the protocol.
On page 11, line 197 we have added “(15th October 2018 — 30th June 2019)”

On page 17, line 347 we have added “The original protocol is available as supplementary data” and
have uploaded this with the revision.
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