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Attach all required documentation
Contact Person/s: Esther Calje
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Principa) Investigator: Esther Calje
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[Clinical Trial Information

Clinical Trial Protocel Number:

Short Title: A study of NZ LMCs management of anaemia and DA

ll.ong Title:  Aretros pective descriptive study of New Zea land Lead Maternity Carer midwives' management of.
maternal anaemia, iron deficiency and iron deficiency anaemia.
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Project Principal Investigator A study of NZ LMCs management of anaemia and IDA

Primary/Host Institution Victoria University of Wellington
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Esther Calje .
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Women's Hospital
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Access to pregnancy related blood test result to supplement results collected from primary ca
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roject Details (continuation of step 1
Full Project Name
A retrospective study of New Zealand Lead Maternity Carer midwives management of maternat anaemia, iron deficiency

and iron deficlency anaemia.

All Named Investigators/Department

investigator/Sub Investigators Department
Esther Calje .Women's

Supervisor, Victoria Univerity of Wellington

Timeframe of recruitment with CDHB

women {whose midwives are participating) who birthed September-December 2013. Data collection from July-October
2014

Timeframe of the project completion
31/7/2015

Brief Summary of project (click on the box below to enter text)

| am undertaking a Masters thesis research project. | am aiming to describe practice of LMC midwives in the
diagnosis and treatment of maternal anaemia, iron deficiency and iron deficiency anaemia (IDA).. There is no
intervention. The study is collecting data on women's laboratory results and midwives' practice in relation to
the results. As well as beginning to address a shortfall in research in NZ on maternal anaemia and IDA, the
overall purpose of the research is to ascertain if there may be a need for a guideline for NZ midwivesin the
diabnosis and treatment of maternal anaemia and IDA.

| am gathering retrospective data from LMC midwives primary care maternity notes, and seeking ethics
approval to access laboratory resuits to supplement and complete data collected on eash women. | am
primarily interested in complete blood count and serum ferritin results. | will gather data on women with Hb
<110g/L and /for ferritin <20meg/L. Data will be col lected on a data collection tool (DCT spreadsheet), entered
on to my password protected computer. Confidentiality for midwives is maintained throughout. Once the data
entry is complete, the women's NHI will be removed and the dat anonymised. No person apart from myself, my
supervisor ), and a statistician will view the DCT.
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GRADUATE SCHOOL OF NURSING, MIDWIFERY & HEALTH

0 TE OPOKD O TE KA A MAUI

A4 (S () LU, ic10RIA UNIVERSITY OF WELLINGTON, PO Box 7625, Newlown, Welinglon 6242, New Zealand
I T Phone +64-4-463 5363 / 0800 108 005 Fax +64-4-463 5442 Email nmh@vuw.ac.nz
Wehbsite www.vicloria.ac.nz/nmh

Midwives’ Participant Information Sheet for “A retrospective study of New |
Zealand Lead Maternity Carer midwives’ diagnosis and treatment of
maternal anaemia, iron deficiency and iron deficiency anaemia”.

Researcher: Esther Calje, School of Nursing, Midwifery and Health, Victoria
University of Wellington. . :

] am a Masters student in the School of Nursing and Midwifery at Victoria University of
Wellington. As part of this degree I am undertaking a research project leading to a thesis. The
project I am undertaking is aiming to describe practice of New Zealand Lead Maternity Carer
(LMC) midwives in the diagnosis and treatment of maternal anaemia, iron deficiency and iron
deficiency anaemia (IDA). This research project has received approval from the Victoria University
Human Ethiecs Committee. :

There is no intervention in this research project. The study is collecting data on actual practice and
does not attempt to influence midwives’ clinical practice or judgement. As well as beginning to
address a shortfall of research in NZ on maternal anaemia and IDA, the overall purpose of the
research is to explore whether there may be a need for a guideline for NZ midwives in the
diagnosis and treatment of maternal anaemia and IDA.

I am inviting LMC midwives to provide primary care maternity records on women in their care
who birthed in the study period (September 2013-December 2013) who have had any blood tests
results with a haemoglobin (Hb) level <110 g/L and/or a ferritin <2omeg/L, including booking
and postpartum. Retrospective clinical data and demographic data from the women will be
collected by the researcher on a data collection tool (DCT), primarily from the maternity records.
Some laboratory results will be accessed from online hospital records. A short survey of LMC
demographics will be completed by the midwives. The survey will be coded and matched to data
sets, with no identifying information. Confidentiality for midwives will be maintained throughout
the data collection period. Once data entry is completed for each woman, the NHI will be removed
from the DCT and the data will be de-identified and become anonymous.

It is expected that the data collection will take the researcher 3-4 months. All participants will be
given a summary of their data as feedback, and they will go in to the draw for a pamper pack
valued at $100. Any midwife wishing to discontinue participation can withdraw from the research
project at any stage by contacting the researcher.

No person apart from myself and my supervisor " will see the DCT. The thesis
will be submitted for marking to the School of Nursing, Midwifery and Health and deposited in‘the
University Library. It is intended that the research findings will be disseminated at academic or
professional conferences, and one or two articles will be submitted for publication in scholarly
journals. Data will be destroyed after five years.

Thank you for your interest in participating in this research project. If you have any further
questions or would like to receive further information about the project, please contact me on

phone _ or at or my supervisor { :
Skinner) at the School of Nursing, Midwifery and Health at Victoria University (ph or
email ] )- If there are any ethical concerns about the research, please
contact % o : '

Esther Calje (RM, PGCert)
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Appendix D: Lead Maternity Carer Midwives antenatal decision tree: Serum Ferritin tested in the first trimester

Women in main | Hb tested
analysis N= 189 n =186
First Trimester ¢
SF tested
Anaema n=99
Hb<110g/L I
IDA NAID Iron sufficiency Non ID anaemia
n=1 n=13 n=_84 n=1
[
Y Y * ¢ A
Hb tested Hb tested Hb tested Hb not tested Hb tested
n=1 n=13 n=78 n=6 n=1
I
Second \ ¢ ¢ ¢ ¢ Y A 4
Trimester SF tested SF tested SF not tested SF tested SF not tested SF not tested SF tested
n=1 n=11 n=2 n=68 n=10 n=6 n=1
Anaema
Hb < 105 g/L [ [
v v v v v v v v v v v v v
IDA IDA NAID Iron Anaemic Non - IDA NAID Iron Anaemic Non - Iron status Iron
sufficieny anaemic sufficiency anaemic unknown sufficiency
n=1 n=3 n=6 n=0 n=5 n=60 n=1
n=2 n=2 n=3 n=9 n=6 n=1
Hb tested Hbnot Hb tested Hbnot Hb tested DT Hb tested DT Hb tested Hbnot Hb tested DT Hb tested DT Hb tested Hbnot Hb tested Hbnot Hb tested Rl Hb tested Hbnot Hb tested Hbnot
ne1 tested ne3 tested nes tested no1 tested he2 tested hed tested n=51 tested ne3 tested no1 tested hog tested R tested no1 tested
B n=0 3 n=0 3 n=1 3 n=1 3 n=0 3 n=1 B n=9 3 n=0 3 n=0 B n=1 B n=0 B n=0
SF not F SF not SF not SF not F F SF not SF not F SF not SF not
SF tested no SF tested SFnot SF tested no SF tested no SF tested no SF tested SFnot SF tested SFnot SF tested no SF tested no SF tested SFnot SF tested no SF tested no
n=1 tested no1 tested n=s tested no1 tested h=? tested n=3 tested n=a6 tested n=3 tested no1 tested ho7 tested n=6 tested no1 tested
3 n=0 3 n=2 3 n=0 3 n=0 3 n=0 3 n=1 B n=>5 3 n=0 - n=0 - n=1 - n=0 - n=0
I [ 1 [ I [ L [ . [ | L . [ .
v v v v v v v v v
IDA IDA IDA IDA IDA IDA IDA IDA IDA IDA IDA IDA IDA Total
n=1 n=1 n=0 n=1 n=0 n=0 n=0 n=0 n=0 n=1 n=3 n=0 n=7
A A A A A A A A A A A A
Third Non Non Non Non Non Non Non Non Non Non Non
. . NAID . . . . . . . . . NAID Total
Trimester anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID anaemic ID
n=4 n=43
n=0 n=0 n=0 n=2 n=1 n=25 n=2 n=1 n=5 n=3 n=0
R A A y 4 A A 4 \ 4 v \ 4 A \ 4 A
Hb < 105 g/L Iron Iron Non-ID Iron Iron Non-ID Iron Iron Iron Iron Iron Iron Iron
sufficiency sufficiency anaemia sufficiency sufficiency anaemia sufficiency sufficiency sufficiency sufficiency sufficiency sufficiency sufficiency
n=0 n=0 n=1 n=0 n=0 n=2 n=21 n=1 n=0 n=1 n=0 n=1 n=24
A A\ 4 A A A A A A \ 4 \ 4 \ 4 \ 4
Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Total
n=0 n=1 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=1
A A A A y A A A A A
Non- Non- Non- Non- Non- Non- Non- Non- Non- Non- Non- Non- Non-anemic
anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic Total
n=0 n=1 n=0 n=0 n=0 n=1 n=5 n=0 n=0 n=1 n=0 n=0 n=8
A A Y Yy A A A A A A A A
Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status
unknown unknown unknown unknown unknown unknown unknown unknown unknown unknown unknown unknown unknown Total
n=0 n=0 n=1 n=1 n=0 n=1 n=9 n=0 n=0 n=1 n=0 n=0 n=13
Key:

Hb: Haemoglobin
IDA: Iron Deficiency Anaemia , anaemia with iron deficiency or absent iron stores
Iron sufficiency: Non-anaemic, non-iron deficient (confirmed and unconfirmed)

NAID: Non-Anaemic Iron Deficiency, (SF < 20 ug/L or SF < 50 pg/| with CRP > 5)

Non-anaemic: SF not tested, iron stores unknown
Non-ID anaemia: anaemic and SF > 20 ug/L (possible anaemia of inflammation)
SF: Serum Ferritin
[ ] =non-iron deficient anaemia: possible anaemia of inflammation, or false high or false normal as serum ferritin not adjusted for inflammation
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Appendix E: Lead Maternity Carer Midwives antenatal decision tree where Serum Ferritin not tested in the first trimester

Hb not tested P Women in main - Hb tested
n=3 analysis N= 189 g n =186
First Trimester ¢
SF not tested
Anaema n =387
Hb<110g/L T
Non-anaemic Anaemic
n=286 n=1
¢ \ 4 ¢
Hb not tested > Hb tested Hb tested
n=2 n=287 n=1
Second ¢ ¢ ¢ ¢
Trimester SF tested SF not tested SF tested SF not tested
n=76 n=11 n=0 n=1
Anaema
Hb < 105 g/L [ [
v v v v v v v v
IDA Non.- “to.n Non-l[? Anaemic Non ~ Anaemic Non »
n=5 anaemic ID sufficieny anaemia n=0 anaemic n=0 anaemic
3 n =56 n=13 n=2 3 n=11 - n=1
Hb not H H H Hb not Hb not Hb not H
Hb tested no Hb tested Dl Hb tested Bl Hb tested Dl Hb tested no Hb tested no Hb tested no Hb tested Dl
heo tested hed tested n=38 tested n=12 tested heo tested n=0 tested n=11 tested n=0 tested
3 n=0 3 n=1 - n=18 - n=1 3 n=0 B n=0 - n=0 B n=1
SF tested SFnot SF tested sknot SF tested SFnot SF tested SFnot SF tested sknot SF tested sknot SF tested SFnot SF tested sknot
n-1 tested n-4a tested n=26 tested n=11 tested n=2 tested h=0 tested ne7 tested h=0 tested
3 n=1 3 n=0 3 n=12 B n=1 3 n=0 B n=0 3 n=4 B n=0
[ [ [ [ [ [ [
v v . v v v v . v ]
IDA IDA IDA IDA IDA IDA IDA IDA IDA Total
n=0 n=1 n=2 n=0 n=2 n=0 n=0 n=0 n=5
\ 4 Y A\ 4 A\ 4 \ 4 \ 4 Y \ 4
:rh'rd NAID NAID NAID NAID NAID NAID NAID NAID NAID Total
VTS n=1 n=2 n=13 n=9 n=0 n=0 n=6 n=0 n=31
Anaema A h 4 A A v L —
Hb < 105 g/L Iron Iron Iron Iron Iron Iron Iron Iron Iron sufficiency
sufficiency sufficiency sufficiency sufficiency sufficiency sufficiency sufficiency sufficiency Total
n=0 n=1 n=11 n=2 n=0 n=0 n=1 n=0 n=15
\ 4 A A A A A Y A
Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Anaemic Total
n=0 n=0 n=1 n=0 n=0 n=0 n=1 n=0 n=2
A y A A A y
Non- Non- Non- Non- Non- Non- Non- Non- .
. . . . . . . ) Non-anaemic Total
anaemic anaemic anaemic anaemic anaemic anaemic anaemic anaemic n=16
n=1 n=0 n=11 n=1 n=0 n=0 n=3 n=0
A Y Y Y A A A \ 4
Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status Iron status
unknown unknown unknown unknown unknown unknown unknown unknown unknown Total
n=0 n=1 n=18 n=1 n=0 n=0 n=0 n=1 n=20
Key:

Hb: Haemoglobin

IDA: Iron Deficiency Anaemia , anaemia with iron deficiency or absent iron stores
Iron sufficiency: Non-anaemic, non-iron deficient (confirmed and unconfirmed)
NAID: Non-Anaemic Iron Deficiency, (SF < 20 pg/L or SF < 50 pg/l with CRP > 5)
Non-anaemic: SF not tested, iron stores unknown

Non-ID anaemia: anaemic and SF > 20 pg/L (possible anaemia of inflammation)
SF: Serum Ferritin

[ ] =non-iron deficient anaemia: possible anaemia of inflammation, or false high or false normal as serum ferritin not adjusted for inflammation
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Appendix F: Lead Maternity Carer Midwives postpartum decision tree where estimated blood loss (EBL) > 500 mls

Post partum EBL 501-750 mls EBL 751- 1000 mls EBL 751- 1000 mls (cont) EBL 1001 - 1500 mls EBL 1501 - 2000 mls EBL 2001 - 3000 mls
n=17 n=15 n=15 n=1 n=3 n=2
v v v v v v v v v v v v v v v v v v
. . . . - . Non anaemic stores . - - . .
Third Trimester Iron status unknown IDA Non anaemic Absent iron stores NAID Iron sufficiency Iron status unknown Absent iron stores unknown Absent iron stores Iron deficiency Iron sufficiency Iron status unknown Iron status unknown Absent iron stores NAID Iron status unknown Absent iron stores
Iron Status n=3 n=0 n=4 n=3 n=3 n=4 n=1 n=1 n=a n=2 n=4 n=3 n=1 n=1 n=1 n=1 n=1 n=1
Early Hb Hb not Early Hb Hb not Early Hb Hb not Early Hb Hb not Early Hb * Hb not Early Hb Hb not Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb Early Hb
tested tested tested tested tested tested tested tested tested Hb<r1]0_01g/ t tested tested tested tested tested Hb <nl_Oi) g/t tested Hb :]1_02 g/ tested tested Hb <nl—05? g/t tested Hb <nl_Oi) g/t tested Hb <nl—0:(l) g/t tested Hb <nl_0$ g/t tested Hb <nl_0]C-) g/t tested tested Hb <nl_Oi) g/t tested Hb <nl_Oi) g/t
n=1 n=2 n=0 n=0 n=2 n=2 n=1 n=2 n=2 B n=1 n=2 n=2 n=1 n=1 B n=4 B n=0 n=4 B n=3 B n=1 B n=1 B n=1 B n=1 n=1 B n=1 B
IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IP given IPi:e(: IP given IP given IP given IP given IP given IP given
n=0 n=1 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=1 n=1 n=0 n=1 n=1 n=2 gn-l n=1 n=1 n=1 n=1 n=1 n=1
OTC OTC OTC oTC OoTC OTC OTC oTC oTC OTC OTC OTC oTC oTC OTC OTC oTC OTC OTC oTC OTC OTC OoTC oTC OTC
n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0
e RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC RBC
P n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=1 n=0 n=0 n=0 n=0
IV iron IV iron IV iron IV iron IViron IV iron IV iron IV iron IViron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron IV iron
n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0
Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb Later Hb
n=1 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=0 n=1 n=0 n=0 n=0 n=1 n=1 n=0 n=0 n=1 n=0 n=0 n=0 n=1
Non Non Non Non Non Non
anaemic anaemic anaemic anaemic anaemic anaemic
n=1 n=1 n=1 n=1 n=1 n=1
Key:

Absent iron stores: non anaemic and SF < 12 pg/L
Early Hb tested: within 72 hours postpartum
EBL: Estimated blood loss

Hb: Haemoglobin

IDA: Iron Deficiency Anaemia , anaemia with iron deficiency or absent iron stores

IP: Iron prescription

Iron sufficiency: Non-anaemic, non-iron deficient (confirmed and unconfirmed)
IV Iron: Intravenous iron

Later Hb: Hb tested > 10 days postpartum prior to discharge

NAID: Non-Anaemic Iron Deficiency, (SF 12-19 pg/L or SF < 50 pg/l with CRP > 5)
Non-anaemic: SF not tested, iron stores unknown
Non-ID anaemia: anaemic and SF > 20 pg/L (possible anaemia of inflammation)
OTC: Over the counter

RBC: Red blood cell transfusion

SF: Serum Ferritin

* Early postpartum Hb < 100 g/L clinically significant (Breymann et al. 2010)




