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Hyperthermic intraperitoneal chemotherapy
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National Institute for Health and Care Excellence
Oesophagogastric junction

Progesterone receptor

Surgical site infec!"#$

Society of Surgical Oncology

Ultrasound scan

Widely-applicable information criterion

Wide local excision
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1! Key facts !

I"# 1"#3%"&'(")"*+",%*%-(".%"*$%"/&-'&*'+."."01&2"*3"+4"5&.5%-") 1-6%-3"7+-2,7',%8"91&2'*3"7'22"
I"H$"06"&' ()" $# I"HSY&'()"1*(" &+, - (HSYo&HS. X) " [F1+/1%(0&+)*(&1*,+(""("0&)$28&, 1/+,'("3&4(&

will concentrate on the most common surgically!treated cancers worldwide: breast, gastric

and colorectal cancer. The primary aim focusses on 30!!"#$%&'(")*(#3$"+!$,&%-)*,"(*&+$"(./$

I"ter cancer surgery. The secondary aim is to characterise infrastructure and care processes

"H#P%&HP &($) & "$H*+#$% &, &#-("-&',#.*'/0.10&
"#$%"&'()*+($,'$,%-)", H#SIN"HE%E& (")*(#$"+1$,&%-)*,"(*&+$"(/$"0(.'$,"+,.'$/1'2.'#3 |
"#$%"&'()$*%"#+), : Between country groups defined by human development index.

I"#$%&'()*(%+%,%(%A&y hospital in the world performing surgery for breast, gastric or

"4 $%1&H#(1)1% .

Patient eligibility: Consecutive patients undergoing surgery for breast, gastric, or colorectal

cancer. Surgery can be with palliative or curative intent.

Team!"#$%&' &% ()*"+,-.&/)*"10)1-"2&/+"(."/,"/+300".0,.*04"5,**05/&%$6"%)/)"7,3"7,(3"2008-9"
Several teams collecting data over multiple four-I""#$%"&'()*$ in the same centre is

I"#$%&"(1)*

Time period: Patients will be identified, and data collected on all patients during the time-
1"#$%&' ($)*' +%,, UI(HSYHEN " #E% &' () &S$*+I#&, -..&/+0&1/23&April 2018 to 31 October 2018

I"HS%6& () (1" HSYHE (H)*+&H" (- HESHITHSI &S ()*+, -

Validation: Data validation will be in two parts. First, hospitals will self-report the key
processes used to identify and follow-up patients. Second, independent validators will

I"HSY&YHY&! ()*+,(-., Yo +HO(+H0/(, Yot &S1($Y+#$2+0#1-)(2+2# %t +#/" #/*3

Registration: Interested participants should !"#!$%&#'(at globalsurg.org/subscribe!llf you are

motivated and wish to act as a local or national lead for your country (either alone or as part

of a team with your colleagues), please contact: enquiry@globalsurg.org.
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2! Introduction !

2.1 I"HS%&'Yo()*+#),-/ |

"#$%&'()&*+,-3.'&&)(,)/01#F 1" 1"#I$%&'(N#"$+1""#SU'#!$1#%&'(from around the world to
lead and participate in global research aimed at improving outcomes after surgery. The
ethos of GlobalSurg is inclusive and collaborative — our international cohort studies are open

to all collaborators from anywhere in the world.

2.2 GlobalSurg 3: Why cancer surgery?

Of the 15.2 million individuals diagnosed with cancer in 2015, over 80% will need surgery

(1). In tumours amenable to surgical resection, surgery often offers the best chance of cure,
"H#S%&' ("H()*%o+*,"HOHP% &' (1%0#1%) &*" &+#1&,%%-&%0!" (#HE &5 million surgical procedures
are needed each year worldwide, yet, fewer than 25% of patients with cancer have access to
I"HSU& 1 () *+$%&",) &-./$+08!1(2$(03845.+$8&)$"-58("-$1&#('/&6",6$(&"($&)$6($"!.,2&.,&5.25
"#$%&'#5(")*1&+,)-&'S..$+1)&'-/+'0&&"  demonstrated in low- "#$%&##'(-income countries
(LMICs)!(2). Up to 1.5% of the gross domestic product is lost because of cancer in some

LMIC regions (3).

General"#$%& (J#" *+)+&" +-.)-#".-0"-0"*(#-"1(**()"1+)1'%#"()"+"2+3 -to-day basis.
I"H$%& () (#"*+,-.$, ) (JO#) (#"$) 1#0'2%8&3'+,-.$,'4-"&$,/&5"'$) 1#0'6 & 783" +$%&"/('($) (#"
I"#$"%&HS& J#*&Y6'+,-.10(,)1", 2 ) #*&%'3(%4. )% '$010(&$,) 1'S)HS&('"#$" Y &t $ &' )1+ &8y 3(
mortality ranked 2nd), represent a significant burden of disease across income settings (1).
Yet, I"#$ studies that examine the global distribution and outcomes of solid cancers use
simulated methods due to the absence of robust data, including country-specific

epidemiological data, stage distribution, and treatment approaches (1).

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
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I"#! Research priority setting by the GlobalSurg network!

I"#$%8bbalSurg collaborative is a growing network of over 5000 clinicians across 106
"H#P%&' () #P%&" "#$%&'()&*&YoS+#"B(1+&*],+(",'$-"."*+$/+0%(&/$"1$")&*$234555%$6, +(&!+/$

I"H$968& ("8)$*$Y&S"+,)-"H)$.$+/(0$)-1#*("-.) 21%8$%, 3) !

GlobalSurg 1 launched in 2014 and showed t!"#$%&'#"()#*$"+#,'$,%,'-,./*$"01&%)."($
surgery is up to three times higher in low compared with high Human Development Index
(HDI) countries (4). This difference was not attributable to patients’ baseline clinical
PUHSHTRS (BT O+, &) - 1" 1"1#$%&%f children showed that mortality rates following
emergency abdominal surgery were seven times greater for children in low-income countries

compared to high-income countries (5).

GlobalSurg 2 was conducted in 2016 and examined the incidence of surgical site infection
"#$%&'()*(&+,-.)/0&1(,&+,-.)/0&1(,&-201&*2--2/&*2-34)*.1)2/&52442")/6&07+6,+8 (6)! I"#$
"#$%&' (#)%$&*+,-'.*-%"-%tpublication showed that patients in low-income countries carry a

"#$%&$&%™ &()*+,-.%*) *%-/0%!*(-&1-223-)(!I-#0. . *#*1-4" . 4*%-%) *#-&1-)("'/"&"5resistance.!

A three!!"#3$%&'%!%#' () &*'+,'+"+1#"+,-&%.%' (+1%&/#! &*%'0,'1%2&34&") % &-%"/,'5&")',6$) & 789:;&
This focussed on the priorities of LMIC surgeons !"# I"#$%&$%'()*+,!)-.+'#%$..+#$/"(%0+
I"H"$%&" ()*$"# S+, *- [+*01$'/(2)"1*/(*2*3"+"230.%&3/%3/)/+2) 1% (* A" #$%! & () *1%+)),$-."/0"
November 2017. Cancer surgery was highlighted as a major research priority and this study

"#S%E&H' ("SH) HH & (1 & H++(&"",-#$%!"H#, & &+ .#

The aim of the GlobalSurg 3 Study is to determine variation in the quality of cancer surgery

worldwide, focusing on patient outcomes, infrastructure, and care processes.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery!!
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3 Roles, responsibilities and a!"#3$%&#'(

GlobalSurg represents an international network of like-minded clinicians around the world.
Participation in GlobalSurg projects results in co-authorship on primary publications, with a

PubMed citable ID attributed to all collaborators.

3.1 Roles and responsibilities

The project is administered by the GlobalSurg 3 Steering Committee (see figure below). The
committee is here to help you run the study and can assist you with technical issues, ethics
applications and more. Each country will have an overall GlobalSurg lead who can provide
help and information on how to set up the study at your centre and will be your main point of
contact. In large hospitals planning multiple data collection periods, a “Hospital lead” may be
appointed by the National lead. The Steering committee should be informed via

enquiry@globalsurg.org. Data collection mini-teams include up to 3 members, who can be

medical students, doctors, nurses, or search staff. For details of local investigator data

collection responsibilities, see section 8.1.!

Y,
Gg [GlobalSurg 3 Steering Committee] ——————= International
®) globalsurg.org
W @GlobalSurg [National Ieadj ——————= Country-level
|
l |
Hospital lead Hospital lead .
[ (optional) } L (optional) } Hospital-level

I I l |
Data collection Data collection Data collection Data collection Ti iodl
mini-team mini-team mini-team mini-team —= lime-perio

Up to 3 local investigators

Can be medical students, doctors
nurses or research staff

Multiple miniteams per hospital is encouraged
- each take a different 4 week period

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery!
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3.2 Authorship

Publication will be authored under one main group name (‘GlobalSurg Collaborative’) on the
authorship by-line underneath the title, recognising all contributor efforts’. All collaborator
names will then be listed at the end of primary publications. Secondary publications are
encouraged. These may focus on a geographic area, a particular disease, or a patient
subgroup. The inclusion of collaborators on secondary publications is decided on a study-by-
study basis, for instance, it would make no sense to include European data collectors on a

study using only African data.

Wherever possible, manuscripts will be published as fully open access. This authorship

model has been successful in all our previous collaborative projects.

Help and support is always available from your
country lead and the GlobalSurg steering group.

Go to www.globalsurg.org "#$%"#&$
help and information.

1!https://www.ncbi.nlm.nih.qov/pubmed/29452941

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery!!
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4 "#$%&'

4.1 Primary aim

The primary aim is to audit 30-day mortality and complication rates after cancer surgery

across low-, middle-!I"#$%& %human development index? (HDI) countries.!

I"# Secondary aim

U'#$%HE () +,$%-.$-%$/'$.#*%0+#3/"#$10*2-/,$'3$%0+4-&*2$&* (&#+S&*+#$5*() $-%$) #%-4(#)$/' $5#$
relevant in low-, middle-, and high-inco!"#$"%%& ' ($)#*+',&%&+"- . #,-%-#/+& %$#0&. #1"#," """ Yo#
"H#$%&H (&) +*)#,&']-)&'#.1.*0. LO&H*"# #%0!' (*$.0#."2#3*00#*") 0-2&#*"+,.'$,-)$-, &#4 &565#* 7 .6*"689#
"#$%&H#'1B((%)$" (*#$(%+$,-,%)*./010(!0&.02"#3%/$")%1$!0(0'2%)"402-56%"21%"*/!") $(%+$,-,%

"#$%&' () F' #S%H " #$%H#H&'&"()*+,-".&/ !specific quality metrics are described in section 4.5.3.

When registering your team on globalsurg.org, you
will require an ORCID ID (orcid.org). This takes just 30
seconds to receive. Make sure your name is correct

as this is how it will appear in publications.

Do not register more than once.

4.3! Time-period!

I"HS%E& (B +,,$-'. $/-01$2 "HSY& () *&+ & " N"HSUE& )+, (- [HO(1$228. 1" HS%&H (JH*+,'H") & Yo H#
I'HE %8S & ()*&+,-1.10&1(234586" #$-$#T789&*,:;$)89&)!8. .B#HSY & (SRB$I%6!& (&) *+,,&

IS II"H#$%&" (%) $#!) I B H#S!"%#$&" () *$+,-.$/"-,/$0',1$1,2$)'/-0$,$-"34'35'30$!"%# !I""#$
I"#$ -period. Multiple teams covering different, non-overlapping, time-periods from a single
institution are encouraged, and the same team can continue for more than one four-week

block if they wish.

2 http://hdr.undp.org/en/content/human-development-index-hdi

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
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Teams may consist of medical students, doctors, nurses, and research staff. Including a
supervising consultant or attending surgeon in the team is encouraged. Supervisors must be
registered for the study prior to data collection to be included as collaborators. Multiple data
collection periods are encouraged as a means of increasing the number of collaborators and

patients included at each centre.

4.4 Inclusion criteria

4.4.1! Hospital inclusion criteria

o Hospitals regularly performing elective or emergency surgery for breast, gastric, or
colorectal cancer anywhere in the world are eligible to enter. An eligible hospital is
not required to perform surgery for all three conditions; however, in hospitals where
two or three of the diseases are treated by surgery, all patients are required to be
enrolled during the study period.

o All participating centres will be required to register their details and all collaborators
must complete an online training module prior to commencing data collection

(training.globalsurg.org). The module includes a standardized description of the

different data variables to be collected and how to use the online study data entry
system.

e Forinclusion in the study, centres must include consecutive (i.e. one after the other)
patients and provide greater than 90% overall data completeness (i.e. no cases
should be missed). Centres who fall below the 90% overall data completeness
threshold will be removed from data analyses and authorship lists.

o There is no minimum number of patients per centre, as long as all eligible patients

treated during the study period are included.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
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4.4.2 Patient inclusion criteria

Inclusion Criteria

All consecutive patients undergoing therapeutic surgery (curative or palliative) for

breast, gastric, and colorectal cancer should be included.

e Surgery is defined as a procedure requiring a skin incision performed under general
or neuraxial (e.g. regional, epidural or spinal) anaesthesia.

o Both elective and emergency procedures should be included.

e Include patients in whom the pre-operative diagnosis was thought to be benign, but
was subsequently found to be cancer, e.g. bowel obstruction found to be due to
I"H1$%0& (%) #* BHSYoH &

¢ Include patients in whom the pre-operative diagnosis was thought to be cancer but
was subsequently found to be benign disease (ensu!"#$%"#&'($%)*)+,-#.(1/(0*"#
indicates not!!"#1$%&"()**'#+,-$'}#1*.I$/'}#0%)1"%2"#"*23)345

o! Laparoscopic, laparoscopic-converted, robotic, and open cases should be included.

o Patients aged 18 years and over should be included?®.

o I"#$%#H&'()&"™*%'+,-.'/"#)-,0 e or palliative intent. Include patients in whom curative

surgery was attempted but abandoned, e.g. open/close laparotomy.

Exclusion criteria

o Operations where breast, gastric, or colorectal cancer is not suspected to be the
primary pathology should be excluded.
o I"#3$%&#'()&*%+,-$&,("(.+-/%*)+%(.)+%01(2eidgnosis or staging should be excluded,

e.g. open breast biopsy, staging laparoscopy.

® This can be adjusted to “aged 21 years and over” in countries where 21 is the age of majority, to
avoid the complexity of seeking ethical approval to include “children”.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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e Patients undergoing a procedure!which does not !"#$%!"&'&()%*&%*+%gpodld be
excluded, e.g. colonoscopy/endoscopy alone, chemo/radiotherapy alone.

o Patients with recurrence of breast, colorectal or gastric cancer should be excluded.

4.5 Outcome Measures

4.5.1 Primary outcome measures

We will use dual primary outcome measures; 30-day mortality rate and 30-!"#$%"&'($

complication rate (see !"# Ifor details "#$%&%'$%' (&)#*!+!-./

I" -day mortality rate

Defined as !"#$%&'($% () & H'#$%&'%()!*+%&, *-".(&)/%01*-* % "#%E& ' %&,*-". (&) Y% ($%I'#%23%

30-day major complication rate

Defined as the occurrence of a Clavien-Dindo grade Il or IV complication within 30-days of

index operation.
Clavien-Dindo grade Ill: Unplanned surgical, endoscopic or radiological intervention —
llla: intervention not under general anaesthesia;

Illb: intervention under general anaesthesia.

Clavien-Dindo grade |V: Life-threatening complication requiring !"#$%""'&'()*+,+)%3$()%*&(-(

4SS ()F S+ HIHSNE ) (*++),& |
I"H#$%& ()*+96,-)#(%./&01(23", (%4 (2*1.'()%. #*/&'B5

I"H$%6& ()*+,-./%0123'/4)*+/1! !

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery!
Protocol version 12.0!
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How to identify a complication

Adverse post-operative events may be divided up into treatment failures, sequelae and
complications. Failure of treatment occurs when the original surgery fails to achieve its
intended benefits; for example, tumour recurrence following cancer surgery. Sequelae are
the recognised consequences of a given procedure; for example, gut malabsorption
following a large small bowel resection or immune deficiency following splenectomy. Any
deviation from the normal post-operative course that has an adverse effect on the patient

and is not either a treatment failure or sequelae, is a complication.

In the Clavien-Dindo classification, the factor determining the severity of a complication is
the treatment required. Consequently, a given complication may be graded differently
depending on how it has been managed. For example, an anastomotic leak may be
managed just with antibiotics if it is contained (grade Il) or it may require re-operation under

I"I#$%&#%'()*+,!-#).../0LSome other considerations:

= Intra-operative complications are not considered unless they have an adverse effect
on the patient post-operatively. The only exception to this is intra-operative death;
this is classified as grade V.

= All post-operative adverse events are included, even when there is no direct
relationship to the surgery.

= All adverse events within the follow!!"# period (30 days) are included, even if they
occur following discharge.

I Diagnostic procedures are not included. For example, a diagnostic endoscopy to
look for a source of bleeding without any intervention would not be considered a
complication, but a therapeutic endoscopy with clipping of a bleeding vessel would
be considered a grade llla complication. Since negative exploratory laparotomies

are diagnostic procedures, they should not be recorded as complications.

"#$%"&'()*+,*-'%"./0*%12*3'/4#56 7*. 1*"#$%"*8%146 (*&'()6(0 !!
"HSHYHE' ()" +#,'-.10 |
12



Clavien
Dindo
Grade

Definition (examples listed in italics)

Any deviation from the normal postoperative course without the need for pharmacological (other
than the “allowed therapeutic regimens”), surgical, endoscopic or radiological intervention.

Allowed therapeutic regimens are: selected drugs (antiemetics, antipyretics, analgesics, diuretics
and electrolyte replacement), physiotherapy and wound infections opened at the bedside but not
treated with antibiotics.

Examples: lleus (deviation from the norm); hypokalaemia treated with oral potassium
replacement; nausea treated with an anti-emetic (e.g. cyclizine); acute kidney injury treated with
intravenous fluids.

Requiring pharmacological treatment with drugs beyond those allowed for grade | complications.
Blood transfusions and total parenteral nutrition are also included.

Examples: Surgical site infection treated with antibiotics; myocardial infarction treated medically;
deep venous thrombosis treated with enoxaparin; pneumonia or urinary tract infection treated
with antibiotics; blood transfusion for anaemia.

llla

Requiring surgical, endoscopic or radiological intervention, not under general anaesthetic.

Examples: Therapeutic endoscopic therapy (do not include diagnostic procedures);
interventional radiology procedures.

b

Requiring surgical, endoscopic or radiological intervention, under general anaesthetic.
Examples: Emergency re-laparotomy for bleeding.

Note some procedures are staged, requiring a planned return to theatre and should not be
considered a complication, for example, damage-control laparotomy in trauma with planned re-
look. .

IVa

Life-threatening complications requiring critical care management — single organ dysfunction, or
neurological complications including brain haemorrhage and ischemic stroke (excluding TIA).

This may include a requirement for mechanical ventilation, high-flow oxygen therapy,
haemofiltration, vasopressor support or continuous invasive monitoring.

In some centres, planned or routine admission to critical care is normal following major
operations. These instances should not be included. In centres without critical care facilities,
Clavien-Dindo grade IV can be assigned in the presence of a life-threatening complication where
critical care admission would have occurred facilities had been available

Examples: Single organ dysfunction requiring critical care management, e.g. pneumonia with
ventilator support, renal failure with filtration; stroke.

IVb

Life-threatening complications requiring critical care management — multi-organ dysfunction.

Death of a patient

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
"HSHYHE' ()" +H#,'-./0
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4.5.2 Secondary outcome measures
Cancer-specific quality measures

These are described in section 4.5.3

30-day minor complication rate

Defined as the occurrence of a Clavien-Dindo grade | or Il complication within 30-days of

index operation.

Clavien-Dindo grade I: Any deviation from the normal postoperative course without the need

for pharmacological treatment or surgical, endoscopic and radiological interventions.

Clavien-Dindo grade II: Requiring pharmacological treatment with drugs other than such
allowed for grade | complications. Blood transfusion sand total parenteral nutrition are also

included.

Surgical Site Infection

Surgical site infection will be defined according to the Centers for Disease Prevention and

Control (CDC) surgical site infection guidelines (7) which specifies the following:

1. Infection involves skin, superficial and deep tissues of incision
AND
2. Patient has at least one of the following:
a. Purulent drainage from the incision
b. Organisms identified from aseptically obtained specimen by culture or non-

culture based testing for the purposes of clinical diagnosis and treatment

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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c. Reopening of incision AND patient has at least one of the following signs or
symptoms: pain or tenderness; localized swelling; erythema; or heat.

d. an abscess or other evidence of infection involving the deep incision that is
detected on gross anatomical or histopathological examination, or imaging

test.

Anastomotic leak

Anastomotic leak is defined as the presence of a communication between the lumen of
stomach or bowel and the chest/abdomen/pelvis at the site of a previously formed
anastomosis. Detection of anastomotic leak may be detected radiologically (with CT, MR,

contrast studies), endoscopically (through endoscopy or laparoscopy) or on operation.

Length of follow up

Follow-up will be measured up to and including 30-days after surgery where possible (either
in person or chart review), or by the point of discharge if not possible. The day of surgery will

be considered as day 0.

Feasibility studies

We will work with some hospitals to perform additional feasibility studies (see Section 4.6).
Not all hospitals will be required to take part in these. Feasibility studies will investigate
the collection of other outcome measures. These will include overall and disease-free
survival at 3, 6, and 12 months; quality of life and other patient-centred outcome measures;
and an assessment of the economic cost of cancer care to patients. Please indicate to your
National Lead whether you can support these objectives. It is not a requirement for all

hospitals to take part in feasibility studies.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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4.5.3 Cancer-specific quality measures

The measures used to determine the quality of surgical cancer care are controversial and

subject to on-going debate. Guidelines produced by bodies such as the National Institute for

Health and Care Excellence (NICE, UK) and American College of Surgeons (US) in high-

income countries provide some consensus. However, there is little evidence on the

appropriateness of such guidelines in LMICs or what specific measures may indicate quality

in cancer surgery in resource-poor settings.

The measurement of perioperative mortality and complication rate may act as surrogate
measures for quality, such as surgical site infection rates in breast cancer surgery (8). The

following quality measures taken from national cancer guidelines will be used:

4.5.3.1 Breast cancer

Infrastructure/Care processes

Availability/performance of pre-operative fine needle aspiration/core biopsy to

diagnose breast cancer.

o Availability/performance of breast/axillary MRI for staging.

o Availability/performance of breast conservation surgery for AJCC stage 0/1/1l breast
cancer.

o Availability/ performance of axillary/breast radiotherapy and axillary lymph node
clearance (at least 10 lymph nodes for analysis).

¢ Availability/performance of sentinel lymph-node biopsy for early invasive breast

cancer.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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o Availability/performance of progesterone receptor (PR), oestrogen receptor (ER),
human epidermal growth factor receptor 2 (HER2) receptor and Ki67 status for
invasive cancers.

o Availability/treatment with adjuvant treatment where appropriate within 31 days of
completion of surgery.

o Availability/plan for radiotherapy for all with breast conserving surgery with clear
margins (including DCIS).

o Treatment decisions made within multidisciplinary team meeting / tumour board.

Outcomes

o 30-day mortality rate.

o 30-day complication rate. This will include surgical site infection, abscess formation,
seroma, unplanned reoperation, unplanned readmission and requirement for
unplanned critical care.

e Margin involvement. “Tumour on inked margin” is considered positive (SSO/ASTRO
consensus guidelines for early stage breast cancer (9)) or a margin <2 mm in DCIS

in surgery [or ability to measure this locally].

4.5.3.2 Gastric cancer

Infrastructure/Care processes

o Availability/performance of endoscopy and biopsy to reach a diagnosis of cancer.

o Availability/performance of CT chest, abdomen and pelvis scan performed for pre-
operative staging.

o Availability/treatment with pre- or post-operative chemotherapy for gastric cancer.

o Treatment decisions made within multidisciplinary team meeting / tumour board.

Outcomes

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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30-day mortality rate.

30-day complication rate. This will include surgical site infection, anastomotic leak,
unplanned reoperation, and requirement for unplanned critical care.

At least 15 regional lymph nodes removed and pathologically examined for resected

gastric cancer [or ability to measure this locally].

4.5.3.3 Colorectal cancer

Infrastructure/Care processes

Availability/performance of CT chest, abdomen and pelvis scan performed for pre-
operative staging.

Availability/performance of pre-operative MRI for rectal cancer.
Availability/planning/treatment with post-operative chemotherapy following resection
for lymph node positive colon cancer.

Availability/treatment with pre-operative chemotherapy/radiotherapy.

Treatment decisions made within multidisciplinary team meeting / tumour board.

Stoma formation rate.

Outcomes

30-day mortality rate

30-day complication rate. This will include surgical site infection, anastomotic leak,
unplanned reoperation, unplanned readmission and requirement for unplanned
critical care.

Circumferential resection margin (CRM) >1mm [or ability to measure this locally].

At least 12 regional lymph nodes removed and pathologically examined for resected

colon cancer [or ability to measure this locally].

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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4.6 Feasibility studies

The feasibility studies will complement the primary objectives of GlobalSurg3, aiming to
further explore related quality and outcome measures beyond the initial 30-day follow-up
period. Recently, large simulated datasets have been used to explore such measures,

however locally collected, prospective data on a global scale has yet to be performed.

It is not a requirement for local teams to perform these feasibility studies, however we would

hope the majority would be able to collect data on one or more additional outcomes. Those

I"HBY&" ()*++( H++(HHSV&E& %! () * (H&+1%, 8-

"HSY&H(HIHIB&

¥l Disease-free survival at 3, 6 and 12-months post-operatively

e Overall survival at 3, 6 and 12-months post-operatively

Patient-reported outcome measures

o Cancer-specific patient!!"#3$1%"&'()*+,%-'$.'+,."".$++3/,01"#!$%& ' (%) $%o*
¥ I"HE%E& ()*+,*(%-.,%/'(/'01-&'1(#0.+'2.1(3"$(0&' (+/#%&.02.()*'2(-24'&5%+25(

"HPYHE' ()#*+,*%o#

I"HSYEHS (VA +)+,--%63,),-"H)-.), &' +I) " OI (+/L)H-) 28H#$+#") |

¥ IHSH Y& (H) ($*%8+%, (- #(,/))+"(0*%* %" #$.&O0(0#, %, () #1 LH EEHE (' H$Y&" ()*(
I 1HGHY6&™ ()H1+"$,"- %6,/ 0B+ 1"+12(3+!-"H$"4%.") -35%8. *BR&,

o Length of time before patient can return to paid work and/or perform family care

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
Protocol version 12.0
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145968 () *&!+,-.) &#)0&™-#12)

In many centres, this study will not require formal ethics approval. In the United Kingdom for
example, ethical review has confirmed this project is considered an audit, and it will be
registered at each participating hospital centre as a clinical audit or service evaluation (see

letter from ethics board at end of this protocol).

Local investigators must gain approval from one of the following, guided by local policy:

o Clinical Audit Department (as either audit or service evaluation);

o Research Departments/Institutional Review Boards (as either observational research,
or as service evaluation);

e Some hospitals may not have these departments, in which case written or emailed
permission should be provided to the local investigator from the next best available
source. This may include the Chief of Surgery or a supervising consultant/attending
physician. Local investigators will be solely responsible for ensuring they have
followed the correct mechanisms for this and will be asked to confirm local approval

when their data is submitted.

Prior to collecting data, you must
have approval to do so.

In the UK you will require
Caldicott guardian approval.

GlobalSurg 3: Quality and Outcomes in Global Cancer Surgery
"HSHYHE' ()" *+4#,'-./10 |



6 Audit standards

In many countries this is a clinical audit or service evaluation, as the study is comparing
practice to ‘gold-standard’, without using identifiable data or changing patient care. On
completion of the study, participating centres will be provided with their own benchmark
performance for which to use for quality improvement or subsequent re-audit. This study will

use standards taken from the following published guidelines:!

I"#1 Breast cancer

ol IHSU&!()F+, #-#)+.)0$-H+(1)+""%11%+()+.)* (8#$)20',%634)+.)*$#). +$)5$#13)
I"H$0&I"HS!!
¥ IHB06&" ()& HSHHE, (-%.(/, " HO("&L(2". (345," &5,(6)23 I"HSY6& (HYb)HH#+, %" (HYo*-%),

I"H$%& ($) (H"+,$-).%,%'$)+ & " #&IH) &0'12,),($2'34,+#2,)#'1356!1I"# 11

6.2 Gastric cancer

¥ American College of Surgeons Commission of Cancer Quality of Care for Gastric
Cancer (10)!!
¢ National Institute for Health and Care Excellence (NICE): Oesophago-!"#$%&' (") *%+(

S H%& 1% ('$1%)H#SHWN & %" (+,&"  I"H#S!!

"1 1"H S8 (#)&(*&%d

¥ IHE0& ()F+, HH)+.)0S-#+(1)*+ %1 1%+()+.)* (&#$)20", %634)+  "HEY&"I'%"# (%6&)*$("
I"HB06& I"HS!!
¥ S8 ()& HSHHE, (-%. (/. HO("RIHS Y& ($)) $*($%+,-1&./%10) O#S (11" #1$%&!

I"HS00&" (HY0| JHIHS*) %o+, (-. %" [#.(01"1*."%*(-0232  1I"#S$!!
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HS%E& ()" $+"), 57 +$S( !
I"HB%6& () $*))+ S(H#S-.' $*" $&/&(0&-0)

I"HBY6& ()F'$*))+ S(H#$-&.(/( (), S&O&(I&LIHS12'$%& () * $"'$
I"H$%6& %6 (1)
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I"H$%8& )+, +-5.9%/)01.2) $)$.2&-),-$3&H#A4-& |
U IS8 () +, &t *I(0+1+24-1#13(4% 5 (&H(#.5%2(
I"#$%&" %

| I"HS%& ()14 (+,%-.-"/("O(I"#$%&: !
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Figure 3 Breast essential TNM.
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Figure 2 Colon and rectum essential TNM.
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