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CAMERA2 Project Sub-study Expression of Interest (EOI) Application

Please use this form if you are proposing to perform a sub-study of CAMERA2

Which of the CAMERA2 Study Group member/s are you working with on this proposal?

Please specify: _________________________________________________________


	Name, title, email address and institution of Project Leader (lead person)
	




	Corresponding CAMERA2 liaison & contact details
(If CAMERA2 liaison is also a collaborator please list below)

	



	Other Sub-Study Collaborators (include title, email address and institution)

	




	Declare any conflict of interest that you or any party to the study may have that may be perceived by another individual as part of making this application. 

If Yes, please state what is the perceived conflict?
	

Yes	|_|		N/A	|_|


	Detailed scientific title of potential project
	



	Ethical considerations:
a) Institutions where clearance will be sought 

b) Status of ethics applications



	


	Outline of sub-study (in no more than 700 words):
Use the following headings in the order below:
a) Background and Rationale:



b) Hypothesis/research questions:


c) Methods:






d) What data points (refer to CRFs appendix 1) and/or specimens are required from the CAMERA2 study (note only de-identified data will be supplied):





	Expected outcomes from this project



	





	Proposed authorship list and target journal

	

	Timeline for the project, Include:
Start date
Ethics clearance dates
Recruiting start date
Expected conclusion of data collection
Expected outcomes date (eg. paper submission date)

	
_____/_______/20____
_____/_______/20____
_____/_______/20____
_____/_______/20____
_____/_______/20____


	How do you expect to fund this work?
(Describe source and amount. Note that Menzies may need to charge for staff time etc. if isolates need to be subcultured and shipped or other data work is required)

	

	Do you anticipate this will be sufficient funding to complete the expected outcomes listed above?

	

	Names and email addresses of all people who will have access to the raw data for analysis purposes
	







Submit the completed application form via email to: jane.nelson@menzies.edu.au and camera2@menzies.edu.au 




[bookmark: _GoBack]

Appendix 1

CAMERA2: Data Collection Forms 

	Data collection forms

	PDF’s data collection form

	Baseline data

	


	Daily Date (Day 1 to Day 7)

	


	Follow-up data (Day 8 to Day 90)
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CAMERA2 CRF 2 Baseline v3.0.pdf
CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 2 —BASELINE DATA
Version 3.0 23/10/15

Resistant Staphylococcus Aureus

Screening log number DDDD'DDD Medical record number DDDDDDD

2.1 DEMOGRAPHICS

2.1.1 Weight DDD kg Measured D OR Estimated D 2.1.2 Temp DD.DOC

(For haemodialysis patients, use dry weight) Most abnormal temp in the past 24 hour

2.2 INDICATORS OF HEALTH CARE ACQUISITION

2.2.1 Nosocomial acquisition
(Hospital inpatient for >48 hours at time first positive blood culture collected — includes all hospitals)

2.2.2 Health-Care Associated Infection Indicators

got02.3ifYD N

HITH patient in [ast 30 0aYS  ......c.uivveieiieee e v L N L]
>48h in hospital in 1ast 90 dAYS  ...oviieiiiei e v L N L
Outpatient chemotherapy in last 30 days — ....ooviivieiniiieec e, v L N L
Lives in a residential care facility — ...........cooooiiiiiii v Ll N L
2.3 KNOWN COMORBIDITIES (comorbidities definitions: click information icon in database or refer to MOP)
CHARLSON 1 If unable to be determined from patient or medical record, record as no
2.3.1 Myocardial Infarction  ..........ooiiiii v L N L
2.3.2 Congestive cardiac failure  ..........ccooiiiiiiiiii v L N L
2.3.3 Peripheral vascular diSEase ............ccccviiniiiiiiiiiiiiiiieiie e v L N L
2.3.4 Cerebrovascular diSEasSe .......co.veiiniiiiieiie e [ N L
2.3.5 DEMENLA  covuiiniit et ee e e e [ N
2.3.6 Chronic IuNg diSEASE  ......cuiveiieii e vl N[
2.3.7 Rheumatologic diSEASE ...iiviieiiiiieii e, vl N[
2.3.8 PepLiC UICEI ISBASE .vvivrieeieiee et v Ll N L]
2.3.9 Non-severe chronic liver diSEase  ..............coeevvveieiiinieeiiiieeeiieeeann, v L] N L]
2.3.10 Diabetes mellitus (UNCOMPlCAEd)  +vevveveeeeeeeeeeees e, vyl N
CHARLSON 2
2.3.11 Diabetes with chronic complications — ...........cccceeiviiiniieieiieinaeennn. v Ll N L]
2.3.12 Hemiplegia or paraplegia.  ........ccoeeeeueeiuieeieieiee e, an N L]
2.3.13 Chronic renal diSBASE  ...co.viiviiiiiieie e, vl N L]
2.3.14 Any malignancy (not metastatic) ..o vl N L]
CHARLSON 3
2.3.15 Severe liVer diSBASE  .........oeveiunieii e v L] N L]
CHARLSON 6
2.3.16 Metastatic Solid tUMOUr  .......iiiiiiiieii e v N
2347 AIDS oo, vl ND
NON-CHARLSON
2.3.18 Hazardous alcohol consumption  ..........ccooiiiiiiiiiiie e, an N L]
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CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 2 —BASELINE DATA
Version 3.0 23/10/15

Resistant Staphylococcus Aureus

Screening log number D D D D'D D D

2.3.19 Injection drug use 1ast 30 dayS ~  ...oiiiiiiiiiie e v Ll N L
2.3.20 Not expected to Survive 28 days — ......cceveveeieeniiiieieeeeeeeeeeeeen v Ll N L
2.3.21 Active orders limiting life-sustaining treatment ~ ...............coeeenee. y L N L
2.3.22 latrogenic IMmuNOSUPPrESSION  ....uivniiiieieiieeiieei e eee e e, v Ll N L

(Receipt of any of the following drugs within the past 3 months: Prednisone >0.5mg/kg/day for >14 days or the equivalent; Any
immunosuppressive drugs for organ transplant; Any cancer chemotherapy; Any immunosuppressive biologic agent; Any other
drug known to increase the risk of opportunistic infection)

2.4 INDWELLING DEVICES - Were any of the following present at the time of index blood culture?
INTRAVASCULAR DEVICES

2.4.1 Peripheral iNtravenous CannUIa  ......cooviiiniiiiiee e y Ll N L]
2.4.2 Haemodialysis synthetic AV graft — .........coooiiieiiiii e y Ll N L]
2.4.3VASCAN oo [ N L]
2A4PICCINE oo vl NL
2.4.5 Central VENOUS CAtNBLEr ..ot v L N L
2.4.6 Tunnelled N .o v L N L
2.4.7 POMACAt oot v L N L
2.4.8 Arterial iNE ... [ N L]
OTHER INDWELLING DEVICES

2.4.9 Mechanical heart Valve  .............coouiiiiiiii e v L] N L]
2.4.10 Bioprosthetic heart valve  ...........coiiiiiiiiiie e, v Ll N L]
2.4.11 Permanent pacemaker and/or AICD  .........ooouiiiiiiieiei e Y[ N L]
2.4.12 Other intravascular foreign material — .........ccooeviiiiiiiieee e vl N[

2.5 CLINICAL DETAILS

2.5.1 Date of hospital admission Date DD/D D/DDDD

2.5.2 Any antibiotic treatment in the 72 hours preceding randomisation? v N
If no, goto 2.6
Antibiotics 253.1 2.5.3.2 2.5.3.3 2.5.3.3 2534 2.5.2.5

2.5.4 Was =24hrs of class beta-lactams administered within the 72 hrs preceding randomisation? Y ] NL

Table 1 (Class of Beta-Lactams are highlighted)

1. Amoxycillin 10. Cefotaxime 19. Daptomycin 28. Lincomycin 37. Rifampicin

2. Augmentin 11. Cephalexin 20. Dicloxacillin 29. Linezolid ' : .
h . . : 38. Roxithromycin

3. Azitrhomycin 12. Cephalothin 21. Doxycycline 30. Meropenem 39. Teicoplanin

4. Cefaclor 13. Cephazolin 22. Ertapenem 31. Metronidazole 40' Tigecvcline

5. Cefepime 14. Ciprofloxacin 23. Erythromycin 32. Moxifloxacin 41' Ti?ner?tim

6. Ceftaroline 15. Clarithromycin 24. Flucloxacillin 33. Nitrofurantoin 42' vancomvein

7. Ceftazidime 16. Clindamycin 25. Fusidic acid 34. Norfloxacin 43' Other: Y

8. Ceftriaxone 17. Cloxicillin 26. Gentamicin 35. Penicillin ’ ’

9. Cefuroxime 18. Cotrimoxazole 27. Imipenem 36. Pip/tazo
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CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 2 —BASELINE DATA
Version 3.0 23/10/15

Resistant Staphylococcus Aureus

Screening log number DDDD'DDD Medical record number DDDDDDD

2.5.5 Has the patient received any of the following nephrotoxins in the 48 hours preceding randomisation?

(tick all that apply)
No, None of these nephrotoxins have been received in the past 48 hours [ skip to 2.6
Radiocontrast dye [] Amphotericin B [] Loop diuretics [ ] ACE inhibitors | or A2 receptor blockers []

Non-Steroidal Anti-inflammatories || Aminoglycosides || calcineurin inhibitors ]

2.6 SOFA SCORE (Worst in the 24 hours preceding randomisation - Fill in value or tick box for not measured)

2.6.1 Respiration - If ABG available: Pa0?2 DDD Fi02(% DDDSkipto 060

If FiO2 not measured, can estimate as: A. Nasal prongs 1Litres/min=24%, 2L/m=28%, 3L/m=32%, 4L/m=36%. B. Hudson mask
6L/m=40%, 7L/m=50%, 8L/m=60%. C. Venturi mask: as per mask type. D. Non-rebreather 12-15L/m=90%.

2.6.1.1 If no ABG available: Is the patient on supplemental oxygen? v ] N
2.6.2 Coagulation  Platelet Count (x10%9/L) | |[ ][ | OR Not Measured ||
Bilirubin (umol /L) [ ][ ][] OR Not Measured ||

2.6.3 Liver
Albumin g/L DD OR Not Measured |_]
2.6.4 Cardiovascular Systolic BP DDD AND Diastolic BP [ ][ | ]

Inotropes: tick all that apply Nonel | Dobutaminel ] Ad/NAd <0.1mcg/kg/min [] Ad/NAd >0.1 mcg/kg/min []

2.6.5 Renal Creatinine DDmeol /L If no Cr, U/O last 24 hours DDDDmIs OR Not Measured D

2.7 OTHER BASELINE BLOOD TESTS Use most recent from the 48 hours preceding randomisation

271 Total WBC (x1079/L) Ll OR Not Measured ||
2.7.2 Neutrophils (x1079/L) DD . D OR Not Measured D
2.7.3 Lymphocytes (x1079/L) DDD OR Not Measured D
2.7.4 Eosinophils (x1079/L) DD . D OR Not Measured D
2.7.5 ALT (IU/L) LI OR Not Measured |_|
2.7.6 C- REACTIVE PROTEIN (mg/L) LU OR Not Measured |_|
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CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 2 —BASELINE DATA
Version 3.0 23/10/15

Resistant Staphylococcus Aureus

Screening log number DDDD'DDD Medical record number DDDDDDD

2 . 8 PITT B ACTE RAEMIA SCO RE (Worst values in the 24 hours preceding randomisation.)

2.8.1 Mechanical Ventilation vy O N

2.8.2 Cardiac Arrest vy O N

2.8.3 Mental Status: Alert L[] Disorientated [] Stuporous [] Comatose []
Name of person filling in form (block letters) Signature

Please enter into database & store securely Date form filled out DD/DD/DDDD
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CAMERA2 CRF 3 Daily data v5.0.pdf
CAMERAZ2 CRF 3 - DAILY DATA FORM
Combinatior_w Antibiotic treatment for MEthicillin DAYS1TO 7
Resistant Staphyloccus Aureus V5.0 21/06/16
Screening log numberDDDD'DDD MRN DDDDDDD

3.1 OBSERVATIONS

3.1.1 Temperature (°C ) (maximum in this calendar day)

3.1.1.1 3.1.1.2 3.1.1.3 3.1.14 3.1.1.5 3.1.1.6 3.1.1.7
Day 1 Day 2 Day 3 Day 4 Day 5 Day 6 Day 7
/ /201 _ /1201 _

000000000 ooonoooooonno

3.2 BLOOD TESTS
Blood Test Day 2 (+/- 1 day) Day 5 (+/- 1 day) Day 7 (+/- 1 day)

3.2.1 Total WBC (x1079/L) L L _Tel | L 1L _feL | L 1L _le[ |
or |:| Not measured or |:| Not measured | or |:| Not measured

3.2.2 | Neutrophils (x10"9/L) L 1ol L L Jel | [ L Jel |
or |:| Not measured or |:| Not measured | or D Not measured

323 Lymphocytes (x1079/L) el B S g L Il el |
or |:| Not measured or |:| Not measured | or |:| Not measured

3.2.4 | Eosinophils (x1079/L) L Jel L 1L lel | B R
or |:| Not measured or |:| Not measured | or |:| Not measured

3.25 ALT (IU/L) e j S I N — :| I I :|
or |:| Not measured or |:| Not measured | or D Not measured

3.2.6 Bilirubin (umol/L) — — — — — —
or |:| Not measured or |:| Not measured | or D Not measured

3.2.7 Creatinine (umol/L) — D — |:| — |:|

or |:| Not measured or |:| Not measured | or D Not measured
C- REACTIVE PROTEIN I D I D I D

3.2.8 (mg/L) L IL1e L IL 1 LIt 1e

or |:| Not measured or |:| Not measured | or D Not measured

329 Creatine Kinase : : : D : : : |:| : : : |:|

(only needed if on daptomycin)

or |:| Not measured or |:| Not measured | or |:| Not measured

Questions on this form refer to the calendar days (midnight to midnight) Page 1 of 6





CAMERA2 CRF 3 —DAILY DATA FORM
Combinatior_w Antibiotic treatment for MEthicillin DAYS1TO 7
Resistant Staphyloccus Aureus V5.0 21/06/16

Screening log numberDDDD'DDD MRN DDDDDDD

3.3 BLOOD CULTURES

Day 5G| Taken | MRSA | MRSA | LaD#
3.31 Three days prior to randomisation D D D D #
3.3.2 Two days prior to randomisation D D D D #
3.33 One day prior to randomisation D D D D #
3.34 Day 1 (day of randomisation) D D D #
3.35 | Day?2 [] [] L |#
336 |Day3 [] [] L] |#
3.37 |Day4 [] [] (] |#
3.3.8 | Day5 [] [] L] |#
3.39 | Day6 [] [] (] |#
3.3.10 | Day7 [] [ (] |#

3.4 VANCOMYCIN DAYS 1-7 or L1 Not on vancomycin (skip to 3.5)
VANCOMYCIN INTERMITTENT ADMINSTRATION (if continuous infusion used, give dose under “Dose 1” for that day)

DOSE 1 DOSE 2 DOSE 3 DOSE 4
342 DAY1 1 17 ] 1 1] 1 1] 1 1]
L] None Given or L Jel 1L 1(9) L leL 1L I(9) L leL 1L I(9) L 1eL 1L I(9)
[ continuous infusion or [ Not given or [] Not given or [ Not given
3.4.3 DAY?2 1 17 ] 1 1] 1 1] 1 1]
[] None Given or L Jel 1L 1(9) L el 1L I(9) L el L _I(9) L el 1L _I(9)
[ continuous infusion or [ Not given or [] Not given or [ Not given
344 DAY3 1 17 ] 1 1] 1 17 1 1 1
[] None Given or S LS S . (o)) L IeL 1L 1(9) L el L I(9) L IeL 1L 1(9)
[ continuous infusion or L] Not given or L] Not given or L] Not given
345 DAY4 1 17 ] 1 1] 1 1] 1 1
[] None Given or L Jel 1L 1(9) L el 1L I(9) L el L _I(9) L el 1L _I(9)
[ continuous infusion or [ Not given or [ Not given or [ Not given
346 DAY5S 1 17 ] 1 17 ] 1 1] 1 1
[ None Given or L 1oL IL I(g) | LJeLJL(g) | LJeLJL I(g) | LJdeLJL I(g)
[ continuous infusion or L] Not given or L] Not given or L1 Not given
347 DAY®G6 1 17 ] 1 17 ] 1 17 ] 1 1T ]
[] None Given or L Tl 1L 1(9) L IeL 1L 1(9) L TeL L I(9) L IeL 1L 1(9)
[ continuous infusion or [ Not given or [ Not given or [ Not given
347 DAY7 1 [ ] 1 [ 17 ] 1 [ 17 ] 1 17 ]
[ None Given or L 1oL IL I(g) | LJeLJL(9) | LJeLJL I(g) | LJdeLJL I(9)
[ continuous infusion or L] Not given or L] Not given or L1 Not given

Questions on this form refer to the calendar days (midnight to midnight) Page 2 of 6





CAMERA2 CRF 3 —DAILY DATA FORM
Combinatior_w Antibiotic treatment for MEthicillin DAYS1TO 7
Resistant Staphyloccus Aureus V5.0 21/06/16

Screening log numberDDDD'DDD MRN DDDDDDD

3.5 DAPTOMYCIN DOSES DAYS 1-7 or [ Not on Daptomycin (skip to 3.6)

Study Day Not Given Dose (mg)
3.5.1 DAY 1 L] : : : mg
3.5.2 DAY 2 L] : : : mg
3.5.3 DAY 3 [] : : : mg
3.5.4 DAY 4 [] : : : mg
3.5.5 DAY 5 [] : : : mg
3.5.6 DAY 6 [] : : : mg
3.5.7 DAY 7 [] : : : mg

3.6 (FLU)CLOXACILLIN DOSES DAYS 1-70r 1 Not receiving (Flu)cloxacillin (skip to 3.7)

[ Flucloxacillin or [ Cloxicillin

Do not include pre-randomisation doses; these are recorded in 2.5.4. If randomised to standard arm and receives flu(cloxacillin)
post randomisation, record in 3.9 not here.

DOSE 1 DOSE 2 DOSE 3 DOSE 4
3.6.1 DAY 1 1 | 1 1 ] 1 [
[INone Given or L JeL I(g) LIl I(g) L_lL_I(g) LIl _I(g)
[ continuous infusion or L] Not given or L] Not given or L] Not given
3.6.2 DAY 2 1 | 1 ] 1 ] 1
[] None Given or L 1L _1(9) L_leL _I(9) L _lel _I(9) L _leL_1(9)
[ continuous infusion or [ Not given or [ Not given or [ Not given
3.6.3 DAY 3 ] [ ] ] ] ] [ 1 [
[] None Given or L 1L _1(9) L 1L _1(9) L leL_1(9) L 1L _I(g)
[ continuous infusion or L] Not given or L] Not given or L] Not given
3.6.4 DAY 4 1 | 1 ] 1 ] 1
[] None Given or L 1L _1(9) L_leL _I(9) L _lel _I(9) L _leL_1(9)
[ continuous infusion or [ Not given or [] Not given or [ Not given
3.6.5 DAY 5 1 ] 1 ] 1 1
[] None Given or L 1L _1(9) L_1eL_1(9) L 1eL_1(9) L 1L _I(g)
[ continuous infusion or L] Not given or L] Not given or L] Not given
3.6.6 DAY 6 1 ] 1 ] 1 ] 1 [
L] None Given or L1+l _1(9) L1+l _1(9) L 1eL_I(9) L_IeL _1(9)
[ continuous infusion or Not given or L Not given or L1 Not given
3.6.7 DAY 7 1 ] 1 ] 1 [ ] ] ]
[] None Given or L1+l _1(9) L 1L _1(9) L 1eL_I(9) L 1L _I(g)
[ continuous infusion or [ Not given or [ Not given or [ Not given

Questions on this form refer to the calendar days (midnight to midnight) Page 3 of 6





CAMERA2 CRF 3 —DAILY DATA FORM
Combinatior_w Antibiotic treatment for MEthicillin DAYS1TO 7
Resistant Staphyloccus Aureus V5.0 21/06/16

Screening log numberDDDD'DDD MRN DDDDDDD

3.7 CEPHAZOLIN DOSES DAYS 1-7 or Ll Not on Cephazolin (skip to 3.8)

Do not include pre-randomisation doses; these are recorded in 2.5.4. If randomised to standard arm and receives Cephazolin post
randomisation, record in 3.9 not here.

DOSE 1 DOSE 2 DOSE 3
3.7.1 DAY 1 1 1 ] 1
[ None Given or L_JeL_1(9) 1oL _1(9) L_leL_1(0)
(] continuous infusion Or [ Not given Or [ Not given
3.7.2 DAY 2 1 1 ] 1
[ None Given or L_JeL_1(9) 1oL _1(9) L_leL_1(0)
[ continuous infusion Or [ Not given Or [ Not given
3.7.3 DAY 3 1 1 ] 1
] None Given or L_JeL_1(9) 1oL _1(9) L_1el_1 ()
[] continuous infusion Or L] Not given Or LI Not given
3.74 DAY 4 1 1 1
[] None Given or L_leL_1(9) L_leL 1 (9) L_lel 1 (g)
[] continuous infusion Or [] Not given Or [] Not given
3.75 DAY 5 1 1 1
] None Given or LI+l 1 (9) ) L1 (9)
] Continuous infusion Or ] Not given Or L1 Not given
3.7.6 DAY 6 1 1 1
[] None Given or L_leL_1(9) 1oL _1(9) L _leL_1(9)
[ continuous infusion Or [] Not given Or [] Not given
3.7.7 DAY 7 1 1 ] 1
L] None Given or L_leL_1(9) 1oL _1(9) L _leL_1(0)
[ continuous infusion Or [ Not given Or L] Not given

3.8 TROUGH VANCOMYCIN LEVELS DAY 1-7 or L1 Not on Vancomycin (skip to 3.9)
Define as =2 hours before a dose

STUDY DAY LEVEL_S (u_nits)_or NO TROUGH LEVEL TAKEN
3.8.1 DAY 1 L_IL_Jle[_1 or[JNo trough level taken
3.8.2 DAY 2 L : e[| or [ No trough level taken
3.8.3 DAY 3 L : e[| or [ No trough level taken
3.8.4 DAY 4 : : ° : Or [I No trough level taken
3.8.5 DAY 5 : : ° : Or [I No trough level taken
3.8.6 DAY 6 : : . : Or [I No trough level taken
3.8.7 DAY 7 1L _Jel_1 or[J No trough level taken

Questions on this form refer to the calendar days (midnight to midnight) Page 4 of 6





CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 3 — DAILY DATA FORM

: DAYS1TO7
Resistant Staphyloccus Aureus

v5.0 21/06/16

Screening log numberDDDD'DDD MRN DDDDDDD

3.9 NON-STUDY ANTIBIOTICS GIVEN DAYS 1-7

Only record non-study antibiotics administered post randomisation. Record any pre-randomisation antibiotics in 2.5.4.
Flu(cloxacillin) or Cephazolin are “non-study” if given post randomisation AND patient is in the standard arm.

3.9.1 Any non-study antibiotics given vyl n~NO
If No, skip to 3.10
Number from table 1 Start day Stop day Ongoing at
(below) (day 1-7) (day 1-7) day 7 (tick)
3.9.2 ]
3.9.3 L]
3.9.4 ]
3.95 ]
3.9.6 L]
3.9.7 ]
Table 1
1. Amoxycillin 10. Cefotaxime 19. Daptomycin 28. Lincomycin 37. Rifampicin
2. Augmentin 11. Cephalexin 20. Dicloxacillin 29. Linezolid 38. Roxithromycin
3. Azitrhomycin 12. Cephalothin 21. Doxycycline 30. Meropenem 39. Teicoplanin
4. Cefaclor 13. Cephazolin 22. Ertapenem 31. Metronidazole 40. Tigecycline
5. Cefepime 14. Ciprofloxacin 23. Erythromycin 32. Moxifloxacin 41. Timentim
6. Ceftaroline 15. Clarithromycin 24. Flucloxacillin 33. Nitrofurantoin 42. Vancomycin
7. Ceftazidime 16. Clindamycin 25. Fusidic acid 34. Norfloxacin 43. Other:
8. Ceftriaxone 17. Cloxicillin 26. Gentamicin 35. Penicillin
9. Cefuroxime 18. Cotrimoxazole 27. Imipenem 36. Pip/tazo

3.10 NEPHROTOXINS DAYS 1-7

3.10.1 Has the patient received any of the following nephrotoxins on Days 1 to 7?
(Tick all that apply)

No, None of these nephrotoxins have been received on any of days 1-7 [] (go to 3.11)
Radiocontrast dye [] Amphotericin B [] Loop diureticsl | ACE inhibitors [ ] or A2 receptor blockers!|_|

Non-Steroidal Antiinflammatories|_| AminoglycosidesD Calcineurin inhibitors|_|

3.11 CULTURES APART FROM BLOOD DAYS 1-7

3.11.1  Were there any other cultures (apart from blood) taken on Days 1 to 7 which grew v NO

MRSA?
If No, go to Q3.12

Table 1: Use this table to identify site number

Site No Site of Infection culture was taken from

Superficial skin or soft tissue (swab from ulcer, abscess, wound)

Deep skin or soft tissue including muscle (myositis, necrotising fasciitis)

Respiratory — superficial (sputum)

Respiratory — deep (bronchoscopy, tracheal aspirate)

Visceral abscess

Bone / joint (bone biopsy, joint aspirate)

CNS (CSF, brain biopsy)

Other normally sterile fluid (peritoneal fluid, pleural fluid)

OO (N[O |D|W|IN|F

Line tip (peripheral IV, CVC, PICC etc)

=
o

Prosthetic material (joint specimen, cardiac valve, cardiac device)

=
[N

Urine (MSU, catheter specimen)

=
N

Other: Specify

Questions on this form refer to the calendar days (midnight to midnight) Page 5 of 6





CAMERA2 CRF 3 —DAILY DATA FORM
Combinatior_w Antibiotic treatment for MEthicillin DAYS1TO 7
Resistant Staphyloccus Aureus V5.0 21/06/16

Screening log numberDDDD'DDD MRN DDDDDDD

(Sl_ijtsee’:I;)me " Date of Culture Tick if no further cultures
Stei L 2ol L -
ste#___ L ol ]

ste#___ L ol ] U
ste#___ L ol ] U

Site # ::/: :/20:: R

Site # ::/: :/20:: R

3.12  Was formal Infectious Disease Advice provided on days 1-77?

DNO DYes, phone only DYES, formal ID consult (i.e. the ID registrar or consultant has seen
the patient and written in the notes)

3.13 COMMENTS/NARRATIVE OF PROGRESS DAYS 1-7

Name of person filling in form (block letters) Signature

Please enter into database & store securely Date form filled out DD/D D/DDDD

Questions on this form refer to the calendar days (midnight to midnight) Page 6 of 6
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CAMERA2 CRF 4 Follow up v3.0 17Mar18.pdf
CAMERAZ2

Combination Antibiotic treatment for MEthicillin

CRF 4 —FoLLOw uP
v 3.027/03/18

Resistant Staphyloccus Aureus

Screening log number DDDD'DDD MRN DDDDDDD

4.1 FOCI OF INFECTION RECOGNISED AT TIME INDEX BLOOD CULTURE WAS
COLLECTED (as stated in CRF 1, section 1.1 inclusion criteria)
Tick all that apply

4.1.1 Primary blood stream infection |:| 4.1.2 Infective endocarditis (modified Duke criteria) |:|
4.1.3 Native Osteoarticular............ D 4.1.4 Pleuropulmonary infection ................ |:|
4.1.5 Skin and soft tissue infection |:| 4.1.6 Intra-abdominal infection .................. |:|

4.1.7 CNS infection (if yes please tick type below 4.1.7.1 — 4.1.7.3)
|:| 4.1.7.1  Brain abscess |:| 4.1.7.2  Cranial epidural abscess |:| 4.1.7.3  Spinal epidural abscess

4.1.8 Intravascular line-related infection (if yes please tick type below 4.1.8.1 — 4.1.8.6)

|:| 4.1.8.1 Peripheral IV cannula |:| 4182 CVC
|:| 4.1.8.3  Tunnelled/buried line/vascath |:| 4184 PICCline
I:' 4.1.85 Arterial line |:| 4.1.8.6  Other (specify)

4.1.9 Other device-related infection (if yes please tick type below 4.1.9.1 — 4.1.9.7)
|:| 4.1.9.1 Prosthetic joint |:| 4.1.9.2  Other orthopaedic device
I:' 4.1.9.3 Pacemaker |:| 4.1.9.4 Implantable defibrillator
|:| 4.1.9.5 Peritoneal dialysis catheter |:| 4.1.9.6 Intravascular graft

I:' 4.1.9.7  Other (specify)

4.1.10 Urinary tract infection ...... |:| 4111 Otherl:l(specify)

4.2 ADDITIONAL FOCI OF INFECTION RECOGNISED DAYS 4to 90 AFTER
INDEX BLOOD CULTURE (as stated in CRF 1, section 1.1 inclusion criteria)
Tick all that apply

Were any additional foci of infection diagnosed after presentation but before day 907 YGSD No D

If no, goto 4.3
4.2.1 Infective endocarditis (modified Duke criteria) |:| 4.2.2 Native osteoarticular .................. |:|
4.2.3 Pleuropulmonary infection ................ |:| 4.2.4 Skin and soft tissue infection ........ |:|
4.2.5 Intra-abdominal infection .................. |:|

4.2.6 CNS infection (if yes please tick type below 4.2.6.1 — 4.2.6.3)

|:| 4.2.6.1 Brain abscess |:| 4.2.6.2 Cranial epidural abscess |:| 4.2.6.3  Spinal epidural abscess
4.2.7 Intravascular line-related infection (if yes please tick type below 4.2.7.1 — 4.2.7.6)
|:| 42.7.1 Peripheral IV cannula |:| 42.7.2 CvC
|:| 4.2.7.3 Tunnelled/buried line/vascath |:| 42.7.4 PICC line
|:| 4.2.7.5 Arterial line |:| 4.2.7.6 Other (specify)
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4.2.8 Other device-related infection (if yes please tick type below 4.2.8.1 — 4.2.8.7)

L]

wr LI

D 4.2.8.1 Prosthetic joint |:| 4.2.8.2  Other orthopaedic device

|:| 4.2.8.3 Pacemaker |:| 4.2.8.4 Implantable defibrillator

|:| 4.2.8.5 Peritoneal dialysis catheter I:l 4.2.8.6 Intravascular graft

D 4.2.8.7  Other (specify)

4.2.9 Urinary tract infection ..................... |:| 4.2.10 Otherl:l(specify)

4.3 DETAILS OF HOSPITAL ADMISSIONS (including index admission, up until day 90)

Place (Tick & add name of facility) | DATE ADMITTED | DATE DISCHARGED
4.3.1 | Institution Name (please don't abbreviate):
D Hospital
%ICU U/ U eI DL 20 L
HITH
4.3.2 | |nstitution Name (please don't abbreviate):
[] Hospital
%ICU U/ U eI DL 20 L
HITH
4.3.3 | |nstitution Name (please don’t abbreviate):
[] Hospital
%ICU U/ U eI DL 20U
HITH
4.3.4 | |nstitution Name (please don't abbreviate):
[] Hospital
%'CU LU/ U | UL U eI
HITH
4.3.5 | |nstitution Name (please don’t abbreviate):
D Hospital
Jicu LU/ DRI | UL U eI
L] HITH
4.3.6 Institution Name (please don't abbreviate):
L] Hospital
e 10/00000 | D000

This form can be progressively filled out from days 8 to 100
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4.3.7 | Institution Name (please don't abbreviate):

D Hospital

e LI ol LT L E 0l L

L] HiTH

4.3.8 | |nstitution Name (please don’t abbreviate):

D Hospital

e LI ol LT L E 20l L

L] HiTH

Note HITH is counted as part of hospital stay. If died, date of death=date of discharge.

4.4 DETAILS OF BLOOD CULTURES

4.4.1  Were any blood cultures taken from day 8 until day 90? YesD No |:| skip to 4.5
4.4.2  Details of blood cultures taken between days 8 and 90:

No
Date Blood Culture Results further

cultures
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab#t D
C101/0100/20000] | Enot taken [INo MRsA Growth [JGrew MRsA: Lab# []
C101/0000/200000 | Enot taken [INo MRsA Growth [JGrew MRsA: Lab# []
C101/0100/200000 | Enot taken [INo MRsA Growth [JGrew MRsA: Lab# []
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab#t D
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab#t D
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab# D
C101/0100/200000 | Dnot taken [INo MRsA Growth [JGrew MRsA: Lab# []
C101/0100/200000 | Dnot taken [INo MRsA Growth [JGrew MRsA: Lab# []
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab# D
DD/D D/ZODD DNottaken DNO MRSA Growth DGrew MRSA: Lab# D

4.5 DETAILS OF CULTURES APART FROM BLOOD DAYS 8-90

4.5.1 Were there any other cultures (apart from blood) taken on days 8-90 which grew MRSA? Y [ N L[]
If No go to 4.6
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Table 1: Use this table to identify site number

Site No Site of Infection culture was taken from
1 | Superficial skin or soft tissue (swab from ulcer, abscess, wound)
2 | Deep skin or soft tissue including muscle (myositis, necrotising fasciitis)
3 | Respiratory — superficial (sputum)
4 | Respiratory — deep (bronchoscopy, tracheal aspirate)
5 | Visceral abscess
6 | Bone/ joint (bone biopsy, joint aspirate)
7 | CNS (CSF, brain biopsy)
8 | Other normally sterile fluid (peritoneal fluid, pleural fluid)
9 | Line tip (peripheral IV, CVC, PICC etc)
10 | Prosthetic material (joint specimen, cardiac valve, cardiac device)
11 | Urine (MSU, catheter specimen)
12 | Other: Specify
Site No (Use table 1) Date of Culture Tick if no further cultures
Site # / /20 D
Site # / /20
Site# / /20 D
Site # / /20 D
Site # / /20 D
Site# / /20 D
Site # / /20 D
Site# / /20 D
Site # / /20 D

4.6 DETAILS OF ANTIBTIOTIC TREATMENT
46.1 Any antibiotics given from days 8-90 inclusive?
If no, skip to 4.7 YesD No D

Refer ongooilr?gat
table 2 Route Date commenced Date ceased day 90
B e A O O /o 0 A O B O VYo B |
L) | OrowrOv | LI ol JLT [ LILIL Lol LT | O
L) | OroowrOv | LI ol JLT [ LILIL Lol LT | O
L) | OrowrOv | LI ol JL [ LILIL Lol LT | O
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L [ OeoorDv | L Lol L) | LI/ U200 L | B

L [ OeoorDv | L Lol L) | LI/ U200 L | B

L [ OeoorDv | L Lol L) | LI/ U200 L | B

||| |OroorCiv LU U ol L L/ U ol J L) | T

L] [ Beoor D | LU Lol L) | LI/ W 2ol | O

Table 2: Please add the corresponding number for the relevant antibiotic

1. Amoxycillin 10. Cefotaxime 19. Daptomycin 28. Lincomycin 37 Rifampicin

2. Augmentin 11. Cephalexin 20. Dicloxacillin 29. Linezolid 38. Roxith?om cin

3. Azitrhomycin 12. Cephalothin 21. Doxycycline 30. Meropenem 39' Teico Iani?]/

4. Cefaclor 13. Cephazolin 22. Ertapenem 31. Metronidazole 40' Ti ecpcline

5. Cefepime 14. Ciprofloxacin 23. Erythromycin 32. Moxifloxacin 41' Tig]eriltim

6. Ceftaroline 15. Clarithromycin 24. Flucloxacillin 33. Nitrofurantoin 42' Vancomvein

7. Ceftazidime 16. Clindamycin 25. Fusidic acid 34. Norfloxacin 43' Other: y

8. Ceftriaxone 17. Cloxicillin 26. Gentamicin 35. Penicillin ' '

9. Cefuroxime 18. Cotrimoxazole 27. Imipenem 36. Pip/tazo

4.7 ECHOCARDIOGRAPHY/COMPLICATIONS

4.7.1 Was an echocardiogram performed on days 1-90?  .............cccccevneeennnnn. ves[] No []

If No, go to 4.8

4.7.1.1 Was a trans-thoracic echo performed?  ..............cccccoveiveieeeen.. ves[] No []

If No, go to 4.7.1.5

4.7.1.2 Date of most abnormal TTE ..., |:| |:|/|:| |:|/20|:| |:|

4.7.1.3 Results of most abnormal TTE

|:| No evidence of endocarditis

[] Possible endocarditis

|:| Changes diagnostic of endocarditis (complete details below)

Affected valve(s) tick all that apply: Daortic, Dmitral, Dtricuspid or Dpulmonary

47.1.4 Were any of the affected valves prosthetic? ............... YesD No |:|
4.7.1.5 Was a trans-oesophageal echo performed? Yes|:| No |:|

4,7.1.6 Date of most abnormal TOE ....................coiinli. |:| |:|/|:| |:|/20|:| |:|

47.1.7 Results of most abnormal TOE

|:| No evidence of endocarditis

|:| Possible endocarditis

|:| Changes diagnostic of endocarditis (complete details below)

Affected valve(s) tick all that apply: Daortic, Dmitral, Dtricuspid or Dpulmonary

4.7.1.8 Were any of the affected valves prosthetic? ................ YesD No |:|
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4.8 SOURCE CONTROL

4.8.1 Removal of indwelling devices

. . . . -
4811 Were there any indwelling devices present on baseline assessment~ YesD No |:|
(refer 2.4)

If no, goto 4.8.2

48.1.2 Name of device #1

4.8.13  Wasdevice #lremoved? . vesL]  no[
If no, goto 4.8.1.5

4.8.1.4  Date of removal of device#1 |:| |:|/|:| D/ZO |:| |:|

4.8.1.5 Were there more than one indwelling devices? (refer 2.4) Yes|:| No |:|

................... 0 got6 4.8.2
48.1.6 Name of device #2

48.1.7 Was device #2 removed? YesD No D

If no, but a 3rd device go to 4.8.1.10 otherwise 4.8.2

4.8.1.8 Date of removal of device#2 ... |:| D/D D/ZO |:| |:|

4.8.1.9 Was there another eVICE? ..veiei e YesD No |:|

If no, goto 4.8.2
4.8.1.10 Name of device #3

i ?
4.8.1.11 Was device #3 remMOVEd?  ...oooiiiiiii e Yes|:| No |:|
If no, but a 4th device go to 4.8.1.13 otherwise 4.8.2

4.8.1.12 Date of removal of device#3  ....coieiiiii i |:| D/D |:|/20 |:| |:|

4.8.1.13 Was there another deVICE? .ovoie i Yes|:| No |:|

If no, go to 4.8.2
48.1.14 Name of device #4

4.8.1.15 Was deviCe #4 remMOVEA?  .ooooieee e Yes|:| No |:|
If no, goto 4.8.2

4.8.1.16 Date of removal of device#4 ... |:| |:|/|:| |:|/20 |:| |:|

4.8.2 Other source control
4821  Were any other source control procedures performed?
If no, goto 4.9 Yesl:' No D
4.8.2.2 If yes, please tick all that apply
|:| Drainage of skin abscess |:| Drainage of deep / visceral abscess
|:| Debridement of infected tissue |:| Joint washout

|:| Other: specify
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4.9 OTHER COMPLICATIONS

Did the patient receive any renal replacement therapy during days 1-90?
4.9.1 (includes CRRT, intermittent haemodialysis, peritoneal dialysis) YeSD No D
If no, go to 4.10

Yes, but were on it at Daseline ... |:|
Yes, new since baseline and now ceased ... |:|
Yes, new since baseline and ongoing atday 90 ... |:|

4.10 VITAL STATUS

4.10.1 Was the patient alive at 90 days post randomisation? Yes |:| NOD Unknown |:|

If no, 4.10.1.1 Dateofdeath ........cooiviiiiiiiiiiiiiiiie. |:| |:|/|:| D/ZOD |:|

If no, 4.10.1.2 Likely cause of death: Unknown |:|

Or specify:
4.10.2  How was vital status at 90 days determined?
4.10.2.1 Hospital database/records ............coooiiiiiii |:|
4.10.2.2 Communication with patient’s GP or health clinic  .................................. |:|
4.10.2.3 Phone call to patient or patient’s family ... |:|

4.10.2.4 Other:

Record details below of any discussion required to ascertain 4.10.2 (include date, time & who was contact)

4.11 COMMENTS/NARRATIVE OF PROGRESS DAYS 8-90

This form can be progressively filled out from days 8 to 100 Page 7 of 8
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4.12 SERUM CREATININE MEASUREMENTS DAYS 8-90

4.12.1 Serum creatinine day 14 (+/-3 days) D D |:|umol L 4.12.2 Date |:| |:|/|:| |:|/20|:| |:|
Or N/A I:I

4.12.3 Serum creatinine day 28 (+/-7 days) D D |:|umol /L 4.12.4 Date |:| |:|/|:| |:|/20|:| |:|
Or N/A D

4.12.5 Last available serum creatinine on or before day 90 D |:| D umol /L

4.12.6 Date last available creatinine |:| D/D |:|/20|:| D

Please provide the latest available creatinine, even if it is already included on CRF3 (e.g. day 7). Please check every
available source including blood tests done outside the hospital system.

Name of person filling in form (block letters) Signature

Date form filled out |:| D/D D/ZOD |:|

Please enter into database & store securely
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