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3. Patient unable to wait on results			23
4. Antimicrobial treatment planned before surgery	1
5. Current or planned antibiotic treatment before 
    surgery					13
6. Surgery due to infection				7
7. Lives too far away for follow-up			12
10. Enrolled on other study			28
Inclusion Criteria not met
146
		       	   			
Total Screened
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Eligible patients
600

Consent not obtained
326
A. Patient refusal			81
B. Patient incapacitated		13
C. Clinician refusal		39
D. No research staff		20
E. Lab unable to test samples	32
G. No clinical room		2
H. Too late in the day to screen	85
I. Not approached		38
J. Other			   	16
       				













Consented patients
274

Results Unknown
10
Assay Failure 	              9
Withdrawn, not tested     1
SA negative
164
SA positive
100







Continued on Study
86
MSSA 	                81
MRSA 		5





Follow-up
86
Lost to follow-up 	   0              
Withdrawn              14





Analysis
86
Analysed	            86
Excluded from analysis     0
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Outcome measures
Primary Outcome
Proportion of participants cleared of nasal SA at 48-96 hours after completing current eradication regimens for S. aureus.
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Secondary Outcomes

Feasibility Outcomes:
1. Consent rates as proportion of eligible patients
2. Recruitment rates
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[image: ]3. Protocol Compliance rates
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Clinical outcomes:

1. Clearance rates of SA from all 3 sampled sites at 48-96 hours after completing current eradication regimens for MRSA
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2. Clearance rates of SA from all 3 sampled sites at hospital admission (pre-surgery) after completing current eradication regimens for MRSA
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3. Clearance rates of SA from all 3 sampled sites at hospital discharge (post-surgery) after completing current eradication regimens for MRSA
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4. Clearance rates of SA from all 3 sampled sites at 6 weeks follow-up after surgery after completing current eradication regimens for MRSA
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5. Adverse event and serious adverse event rates – refer to next section





Adverse Events

There were no serious adverse events associated with this trial.

Adverse events – 5 in total described below
[image: ]
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2 Clearance of S. aureus is defined as S. aureus was not detected from a sample’
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Recruitment over Time

gt?:g;ltg Eligible! Consent Obtained? S. aureus Positive® Eradication Pack?* Nasal Swab Type
Yes No Yes No Yes No Yes No Standard Enrichment
Total 830 600 (72%) 230(28%) 274 (46%) 326(54%) 100 (36%) 174(64%) 86 (86%) 14 (14%) 53 (62%) 33 (38%)
Oct 2015 16 T 9 7 0 2 5 2 0 2 0
Nov 2015 52 19 33 15 4 6 9 4 2 4 0
Dec 2015 31 8 23 7 1 3 4 3 0 3 0
Jan 2016 61 38 23 28 10 10 18 7 3 T 0
Feb 2016 91 49 42 25 24 10 15 8 2 8 0
Mar 2016 75 61 14 35 26 17 18 15 2 15 0
Apr 2016 68 62 6 34 28 9 25 8 1 8 0
May 2016 96 794 19 30 47 8 22 6 2 6 0
Jun 2016 82 71 11 28 43 12 16 10 2 0 10
Jul 2016 113 90 23 30 60 9 21 9 0 0 9
Aug 2016 108 90 18 29 61 13 16 13 0 0 13
Sep 2016 37 28 9 6 22 i 5 il 0 0 d

The first patient was enrolled on 26/10/2015. The latest enrolment was made on 12/09/2016. Data were downloaded on 07/12/2016.

7 Eligible if a patient has met all inclusion criteria and none of exclusion criteria, and co-enroiment has been agreed.
2 among eligible patients

3 among patients who consented

“among S. aureus positive patients

Created by: L:\Statistics\Analysis\programs\tables_figures\accrual.sas on 07/12/2016




image5.jpg
Protocol Compliance Rate by Decolonisation Methods

Nasal swab type

Total Standard Enrichment
{N=86) {N=53) {N=33)

Compliance (overall) # missing 1 0 1

Mean (s.d.) 90.4 (10.1) 90.9 (9.0) 89.8 (11.8)

Median (Q1-Q3) 92.2 (86.7-98.9) 93.3 (86.7-97.8) 90.0 (86.7-98.9)

Min-Max 43.3-100.0 55-100 43.3-100.0
Compliance to nasal ocintment (3 times/day) # missing 1 0 1

Mean (s.d.) 98.2 (5.2) 98.0 (6.2) 98.5 (2.8)

Median (Q1-Q3) 100 (100-100) 100 (100-100) 100 (100-100)

Min-Max 60-100 60-100 93.3-100.0
Compliance to mouthwash (twice/day) # missing 1 0 1

Mean (s.d.) 98.8 (6.1) 98.1 (7.6) 100 (0)

Median (Q1-Q3) 100 (100-100) 100 (100-100) 100 (100-100)

Min-Max 50-100 50-100 100-100
Compliance to changing bedding (daily) # missing 1 0 1

Mean (s.d.) 61.2 (31.5) 61.5 (30.1) 60.6 (34.3)

Median (Q1-Q3) 60 (40-100) 60 (40-100) 60 (30-100)

Min-Max 0-100 0-100 0-100
Compliance to changing towels (daily) # missing 1 0 1

Mean (s.d.) 93.6 (18.6) 95.8 (13.2) 90.0 (24.9)

Median (Q1-Q3) 100 (100-100) 100 (100-100) 100 (100-100)

Min-Max 0-100 20-100 0-100
Compliance to changing clothing (daily) # missing 1 0 1

Mean (s.d.) 96.0 (12.6) 95.8 (11.3) 96.3 (14.8)

Median (Q1-Q3) 100 (100-100) 100 (100-100) 100 (100-100)

Min-Max 20-100 60-100 20-100
Compliance to skinwash (daily) # missing 1 0 1

Mean (s.d.) 94.8 (16.9) 95.8 (14.3) 93.1 (20.7)

Median (Q1-Q3) 100 (100-100) 100 (100-100) 100 (100-100)

Min-Max 0-100 20-100 0-100
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Complete Compliance’ by Decolonisation Methods

Complete compliance

Complete compliance to nasal ointment (3 times/day)

Complete compliance to mouthwash (twice/day)

Complete compliance to changing bedding (daily)

Complete compliance to changing towels (daily)

Complete compliance to changing clothing (daily)

Complete compliance to using skinwash (daily)

# missing
Yes

No

# missing
Yes

No

# missing
Yes

No

# missing
Yes

No

# missing
Yes

No

# missing
Yes

No

# missing
Yes

No

Nasal swab type
Total Standard Enrichment

(N=86) (N=53)  (N=33)
1 0 1

19 (22%) 12 (23%) 7 (22%)

66 (78%) 41 (77%) 25 (78%)
1 0 1

69 (81%) 44 (83%) 25 (78%)

16 (19%) 9 (17%) 7 (22%)
1 0 g

80 (94%) 48 (91%) 32 (100%)

56%) 5©%)  0(0%)
1 0 1

26 (31%) 15 (28%) 11 (34%)

59 (69%) 38 (72%) 21 (66%)
1 0 1

72 (85%) 46 (87%) 26 (81%)

13 (15%) 7 (13%) 6 (19%)
1 0 1

75 (88%) 46 (87%) 29 (91%)

10 (12%) 7 (13%) 3 (9%)
1 0 1

75 (88%) 48 (91%) 27 (84%)

10 (12%) 5(9%) 5 (16%)

" Complete compliance was defined as did not miss any of decolonisation regirmen
Created by: L:\Statistics\Analysis\programs\tables_figures\compliance.sas on 07/12/2016
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Clearance of S. aureus at 48-96 Hours Post Eradication Regimen

Only participants with nasal microbiology sample were included

Nasal Swab Type

Overall Standard Enrichment
N (%) [95% CI*] N (%) [95% CI*] N (%) [95% CI*]
Total 84 52 32
All sample Yes 64 (76.2%) [65.7%, 84.8%] 47 (90.4%) [79%, 96.8%] 17 (53.1%) [34.7%, 70.9%]
No 20 (23.8%) [15.2%, 34.3%] 5 (9.6%) [3.2%, 21%] 15 (46.9%) [29.1%, 65.3%]
Any sample Yes 83 (98.8%) [93.5%, 100%] 51 (98.1%) [89.7%, 100%] 32 (100%) [89.1%, 100%]
No 1 (1.2%) [0%, 6.5%] 1 (1.9%) [0%, 10.3%] 0 -
Nasal Yes 80 (95.2%) [88.3%, 98.7%] 50 (96.2%) [86.8%, 99.5%] 30 (93.8%) [79.2%, 99.2%]
No 3 (3.6%) [0.7%, 10.1%] 1 (1.9%) [0%, 10.3%] 2 (6.3%) [0.8%, 20.8%]
Assay failure 1 (1.2%) [0%, 6.5%] 1 (1.9%) [0%, 10.3%] 0 -
Throat Yes 68 (81%) [70.9%, 88.7%] 47 (90.4%) [79%, 96.8%] 21 (65.6%) [46.8%, 81.4%)]
No 15 (17.9%) [10.4%, 27.7%] 4 (7.7%) [2.1%, 18.5%] 11 (34.4%) [18.6%, 53.2%]
Assay failure 1 (1.2%) [0%, 6.5%] 1 (1.9%) [0%, 10.3%] 0 -
Perineal/Groin Yes 79  (94%) [86.7%,98%] 51 (98.1%) [89.7%, 100%] 28 (87.5%) [71%, 96.5%]
No 4 (4.8%) [1.3%, 11.7%] 0 - 4 (12.5%) [3.5%, 29%]
1 1 (1.9%) [0%, 10.3%] 0 -

Assay failure

(1.2%) [0%, 6.5%)

Note: percentage does not inciude patients with missing values
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Clearance of S. aureus at Hospital Admission {Pre-surgery)
Only participants with nasal microbiology sample were included

Nasal Swab Type

Overall Standard Enrichment
N (%) [95% CI*] N (%) [95% CI*] N (%) [95% CI*]
Total 81 49 32
All sample Yes 50 (61.7%) [50.3%, 72.3%] 36 (73.5%) [58.9%, 85.1%] 14 (43.8%) [26.4%, 62.3%]
No 31 (38.3%) [27.7%, 49.7%] 13 (26.5%) [14.9%, 41.1%] 18 (56.3%) [37.7%, 73.6%]
Any sample Yes 74 (91.4%) [83%, 96.5%] 44 (89.8%) [77.8%, 96.6%] 30 (93.8%) [79.2%, 99.2%]
No 7 (8.6%) [3.5%, 17%] 5 (10.2%) [3.4%, 22.2%] 2 (6.3%) [0.8%, 20.8%]
Nasal Yes 70 (93.3%) [85.1%, 97.8%] 43 (95.6%) [84.9%, 99.5%] 27 (90%) [73.5%, 97.9%]
No 4 (5.3%) [1.5%, 13.1%] 1 (22%) [0.1%, 11.8%] 3 (10%) [2.1%, 26.5%]
Assay failure 1 (1.3%) [0%, 7.2%] 1 (22%) [0.1%, 11.8%] 0 -
Missing 6 4 2
Throat Yes 58 (77.3%) [66.2%, 86.2%] 38 (84.4%) [70.5%, 93.5%] 20 (66.7%) [47.2%, 82.7%]
No 16 (21.3%) [12.7%, 323%] 6 (13.3%) [5.1%,26.8%] 10 (33.3%) [17.3%, 52.8%]
Assay failure 1 (1.3%) [0%, 7.2%] 1 (22%) [0.1%, 11.8%] 0 -
Missing 6 4 2
Perineal/Groin Yes 66  (83%) [78.4%, 94.4%] 43 (95.6%) [84.9%, 99.5%] 23 (76.7%) [57.7%, 90.1%]
No 8 (10.7%) [4.7%, 19.9%] 1 (22%) [0.1%, 11.8%] 7  (23.3%) [9.9%, 42.3%]
Assay failure 1 (1.3%) [0%, 7.2%] 1 (22%) [0.1%, 11.8%] 0 -
Missing 6 4 2

Note: percentage does not inciude patients with missing values
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Clearance of S. aureus at Hospital Discharge (Post-surgery)
Only participants with nasal microbiology sample were included

Nasal Swab Type

Overall Standard Enrichment
N (%) [95% CI*] N (%) [95% CI*] N (%) [95% CI*]
Total 66 41 25
All sample Yes 58 (87.9%) [77.5%, 94.6%] 37 (90.2%) [76.9%, 97.3%] 21 (84%) [63.9%, 95.5%]
No 8 (12.1%) [5.4%, 22.5%] 4 (9.8%) [2.7%, 23.1%] 4 (16%) [4.5%, 36.1%)]
Any sample Yes 64  (97%) [89.5%,99.6%] 39 (95.1%) [83.5%, 99.4%] 25 (100%) [86.3%, 100%]
No 2 (3%) [0.4%, 10.5%] 2 (4.9%) [0.6%, 16.5%] 0 -
Nasal Yes 63 (95.5%) [87.3%, 99.1%] 39 (95.1%) [83.5%, 99.4%] 24 (96%) [79.6%, 99.9%]
No 1 (1.5%) [0%, 8.2%] 0 - 1 (4%) [0.1%, 20.4%]
Assay failure 2 (3%) [0.4%, 10.5%] 2 (4.9%) [0.6%, 16.5%] 0 -
Throat Yes 60 (90.9%) [81.3%, 96.6%] 37 (90.2%) [76.9%, 97.3%] 23 (92%) [74%, 99%]
No 4 (6.1%) [1.7%, 14.8%] 2 (4.9%) [0.6%, 16.5%] 2 (8%) [1%, 26%]
Assay failure 2 (3%) [0.4%, 10.5%] 2 (4.9%) [0.6%, 16.5%] 0 -
Perineal/Groin Yes 63 (95.5%) [87.3%, 99.1%] 39 (95.1%) [83.5%, 99.4%] 24 (96%) [79.6%, 99.9%]
No 1 (1.5%) [0%, 8.2%] 0 - 1 (4%) [0.1%, 20.4%]
Assay failure 2 (3%) [0.4%, 10.5%] 2 (4.9%) [0.6%, 16.5%] 0 -

Note: percentage does not inciude patients with missing values
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Microbiology Samples Collection at 6 Weeks Follow-up after Surgery
Only participants with nasal microbiology sample were included

Total
Complete sample collection
Yes
No
Nasal microbiology sample collection
Yes
Throat sample collection
Yes
No
Perineal/groin sample collection
Yes
No

Total Standard Enrichment

66

62

66

62

62

Nasal swab type

40

37

40

37

37

26

25

26

25

25
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Serious Outcome of
Nasal swab Adverse event Adverse Adverse
type date Adverse Event Severity Causality Expectedness Event Event
Standard 25JAN2016 Mouth abscess 1 Mild 2 Possibly related 2 Unexpected No 0
Standard 09APR2016 tooth infection 2 Moderate 1 Unrelated 0 No Resolved
Standard 22APR2016  ltch 1 Mild 0 0 No Resolved
Standard 16MAY2016 Numb Mouth 1 Mild 2 Possibly related 0 No Resolved
Enrichment 03SEP2016 diarrhoea and very dark 1 Mild 1 Unrelated 0 No Resolved
urine
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Baseline Characteristics by Nasal Swab Type
Only patients who received an eradication pack were included

Age Mean (s.d)
Median (Q1-Q3)
Min-Max
Gender Male
Female
Ethnicity White
Asian, Asian Scottish or Asian British
BMI Mean (s.d.)
Median (Q1-Q3)
Min-Max
Planned surgical procedure Primary total hip replacement

Primary total knee replacement
Primary total shoulder replacement
Revision hip replacement
Revision knee replacement
Other
Other surgical procedure details  Avon patello-femoral joint replacement/+/- TKR
Bilateral total knee replacements
Total ankle replacement
Unicompartrmental knee replacement
Days to planned surgical procedure Mean (s.d.)
Median (Q1-Q3)
Min-Max
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Nasal swab type
Total Standard Enrichment

(N=86)  (N=53)

(N=33)

65.2(10.0) 64.8 (10.9) 65.7 (8.4)

65 (57-72) 65 (56-72)
38.88  38-88
30 (35%) 18 (34%)
56 (65%) 35 (66%)
85 (99%) 52 (98%)
101%)  12%)
317(59) 322(59)
31(27-36) 32 (27-36)
2246 2246
30 (35%) 16 (30%)
47 (55%) 31 (58%)
1(1%)  102%)
1(1%)  10%)
3(3%)  2(4%)
4(5%) 2 (4%)
1(25%)  1(50%)
1(25%) 0 (0%)
1(25%) 0 (0%)
1(25%) 1 (50%)
15.8(6.1) 162(56)
15 (12-19) 16 (12-19)
837 837

67 (60-70)
50-84
12 (36%)
21 (64%)
33 (100%)
0(0%)
308 (5.8)
30 (27-34)
22.44
14 (42%)
16 (48%)
0(0%)
0(0%)
1(3%)
2(6%)
0(0%)
1 (50%)
1 (50%)
0(0%)
153(6.8)
14 (9-19)
833




