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Appendix 2
Height Conversion Table

One foot =12 inches
Oneinch =254 cms

Feet/Inches Inches Centimeters | Feet/Inches Inches Centimeters
4ft 6 .inch 54 137 5ft 10inch 70 178
4ft 7 inch 55 140 5ft 11 inch 71 180
4ft 8.inch 56 142 6 ft 72 183
4ft 9 inch 57 145 6ft 1 inch 73 185
4ft 10 inch 58 147 6ft 2inch 74 188
4ft 11 inch 59 150 6ft 3inch 75 191
4ft 12 inch 60 152 6ft 4 inch 76 193
5ft 1inch 61 155 6ft 5inch 77 196
5ft 2inch 62 157 6ft 6 inch 78 198
5ft 3inch 63 160 6ft 7 inch 79 201
5ft 4 inch 64 163 6ft 8inch 80 203
5ft 5inch 65 165 6ft 9inch 81 206
5ft 6 inch 66 168 6ft 10 inch 82 208
5ft 7 inch 67 170 6ft 11 inch 83 211
5ft  8inch 68 173 7ft 84 213
5ft 9inch 69 175 7ft 1inch 85 216
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Appendix 3

ICU Admission Diagnosis Taxonomy

NON-OPERATIVE CONDITIONS
Choose from this list if admission category is medical

Cardiovascular / vascular:
Cardiogenic shock

Cardiac arrest

Aortic aneurysm
Congestive heart failure
Peripheral vascular disease
Rhythm disturbance

Acute myocardial infarction
Hypertension

Other CV disease:

CENDOEWN R
|

Respiratory:

10. [0 Parasitic pneumonia (ie.pneumocystis carinii)
11. [0  Aspiration pneumonia

12. [0 Respiratory neoplasm (inc. larynx, trachea)
13. [ Respiratory arrest

14. [0  Pulmonary edema (non-cardiogenic)

15. 1 Bacterial / Viral pneumonia

16. [0 Chronic obstructive pulmonary disease

17. [0  Pulmonary embolism

18. [0 Mechanical airway obstruction

19.[] Asthma

20.[] Other respiratory disease:

Gastrointestinal:
21. [0 Hepatic failure

22.[] Gl perforation/obstruction

23.[0 Gl bleeding due to varices

24.[] Glinflammatory disease (ulcerative colitis,
crohn’s disease)

25.[] Gl bleeding due to ulcer/laceration

26.[] Gl bleeding due to diverticulosis

27.[]  Pancreatitis

28.[] Other Gl disease:

Neurologic:

29. [0 Intracerebral hemorrhage

30.[]  Subarachnoid hemorrhage

31.[] Stroke

32. [  Neurologic infection

33. [  Neurologic neoplasm

34.[] Neuromuscular disease

35.[] Seizure

36.[]  Other neurologic disease:

Sepsis:

37. [0 Sepsis (other than urinary tract)
38.[] Sepsis of urinary tract origin

Trauma:
39. [0 Head trauma (with/without multiple trauma)
40.[]  Multiple trauma (excluding head trauma)

Metabolic:

41.[0  Metabolic coma

42.[1 Diabetic ketoacidosis
43.[] Drug overdose

44. ] Other metabolic disease:

Hematologic:

45.[]  Coagulopathy //neutropeniathrombocytopenia
46.[]  Other hematologic condition:
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Other:
47. |:| Renal disease:
48. |:| Burns

49. |:| Other medical disease:

POST-OPERATIVE CONDITIONS:
Choose from this list if admission category is surgical

Vascular / cardiovascular:
50. [] Dissecting/ruptured aorta

51.[]  Peripheral vascular surgery (no bypass graft)
52.[] Valvular heart surgery/CABG

53.[] Elective abdominal aneurysm repair

54.[] Peripheral artery bypass graft

55.[] Carotid endarterectomy

56.[] Other CV disease:

Respiratory:

57.[] Respiratory infection

58. ] Lung neoplasm

59. ] Respiratory neoplasm (mouth, sinus, larynx,
trachea)

60. [1  Other respiratory disease:

Gastrointestinal:

61. 1 Gl perforation/rupture

62. 1 Gl inflammatory disease
63.[] Gl obstruction

64.[1 Gl bleeding

65. [1 Pancreatitis

66. [1 Liver transplant

67.[1 Gl neoplasm

68. [1 Gl cholecystitis / cholangitis
69. [] Other Gl disease:
Neurologic:

70. [0 Intracerebral hemorrhage

71. [0  Subdural/epidural hematoma

[1 Subarachnoid hemorrhage

73. [0 Laminectomy/other spinal cord surgery
[0 Craniotomy for neoplasm

[ Other neurologic disease:

76.[1 Head trauma (with/without multiple trauma)
77. [0  Multiple trauma (excluding head trauma)

Renal:
78. [0 Renal neoplasm
79. [0 Other renal disease:

Gynecologic:
80. [ Hysterectomy

Orthopedic:
81. ]  Hip or extremity fracture

Bariatric Surgery:

82.[1 Laparoscopic Banding

83. 1 Laparoscopic Gastric Bypass

84. 1 Open Gastric Bypass (Roux-en-Y)
85. 1 Vertical Banded Gastroplasty

Other:
86.[] Other surgical condition:
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10.

11.
12.
13.
14.

15.
16.
17.

18.

Appendix 4

Comorbid Taxonomy

] NONE

MYOCARDIAL
[] Angina
1 Arrhythmia
[ ] Valvular
] Myocardial infarction
[] Congestive heart failure (or heart
disease)

VASCULAR
[] Hypertension
[] Peripheral vascular disease or
claudication
[ ] Cerebrovascular disease

PULMONARY
Chronic obstructive pulmonary
disease (COPD, emphysema)
Asthma

0 O

NEUROLOGIC
[ ] Dementia
[] Hemiplegia (paraplegia)
[] Stroke or TIA
] Neurologic illnesses (such as
Multiple sclerosis or Parkinsons)

ENDOCRINE
[] Diabetes Type | or Il
[] Diabetes with end organ damage
[] Obesity and/or BMI > 30 (weight in
kg/(ht in meters)®

RENAL
[ ] Moderate or severe renal disease
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19.
20.
21.
22.
23.
24.

25.
26.
27.
28.
29.

30.
31.

32.

33.

34.
35.

36.

37.

GASTROINTESTINAL
Mild liver disease
Moderate or severe liver disease
Gl Bleeding
Inflammatory bowel
Peptic ulcer disease
[] Gastrointestinal Disease (hernia,
reflux)

I I | |

CANCER/IMMUNE
] Any Tumor
[] Lymphoma
[] Leukemia
[ ] AIDS
[] Metastatic solid tumor

PSYCHOLOGICAL
[ ] Anxiety or Panic Disorders
[ ] Depression

MUSKOSKELETAL
[] Arthritis (Rheumatoid or
Osteoarthritis)
[ ] Degenerative Disc disease (back
disease, spinal stenosis or severe
chronic back pain)
[l Osteoporosis
[ ] Connective Tissue disease

MISCELLANEOUS
[] Visual Impairment (cataracts,
glaucoma, macular degeneration
[] Hearing Impairment (very hard of
hearing even with hearing aids)
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Appendix 5
Formula Taxonomy

Formula Name

Formula Name

MEAD JOHNSON: Portagen

NOVARTIS: Vivonex TEN

NESTLE: Peptamen with Prebio 1

NOVARTIS: Vivonex Plus

NESTLE: Peptamen

NOVARTIS: Supplements- Instant
Protein Powder

NESTLE: Peptamen 1.5

NOVARTIS: Supplements - Microlipid

NESTLE: Peptamen VHP

NOVARTIS: Supplements - MCT oil

NESTLE: Peptamen AF

NOVARTIS: Supplements-Resource
Glutasolve

NESTLE: Nutren 2.0

ROSS: Jevity 1 kcal

NESTLE: Nutren 1.5

ROSS: Jevity 1.2 kcal

NESTLE: Nutren VHP

ROSS: Osmolite HN Plus

NESTLE: Nutren VHP fibre

ROSS: Osmolite HN

NESTLE: Nutren Fibre with Prebio 1

ROSS: Promote

NESTLE: Nutren Fibre with Prebio 1.5

ROSS: Glucerna

NESTLE: Nutrihep

ROSS: Nepro

NESTLE: Supplements - Caloreen

ROSS: Suplena

NOVARTIS: Compleat ROSS: Pulmocare
NOVARTIS: Impact ROSS: Perative
NOVARTIS: Impact 1.5 ROSS: Vital HN
NOVARTIS: Isosource HN ROSS: TWO Cal HN
NOVARTIS: Isosource HN with fibre ROSS: Oxepa
NOVARTIS: Isosource VHN ROSS: Optimental
NOVARTIS: Isosource 1.5 ROSS: Ensure
NOVARTIS: Novasource Renal ROSS: Ensure High Protein
NOVARTIS: Peptinex ROSS: Ensure Plus
NOVARTIS: Peptinex DT ROSS: Ensure Fibre

ROSS: Supplements -Polycose
NOVARTIS: Resource 2.0 powder
NOVARTIS: Resource Plus ROSS: Supplements -Polycose Liquid
NOVARTIS: Resource Standard Hormel Health: Immun-Aid
NOVARTIS: Resource Diabetic Hormel Health: Hepatic-Aid
NOVARTIS: Tolerex Other:
NOVARTIS: Trauma-cal
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Appendix 6

Organism Taxonomy

SPECIES | | SUB-SPECIES
Bacteria

3 Acinetobacter sp. 3a Baumani

b Other specify
4 Actinomyces sg. 4a Other specify
5 ABromonas sp. oa AErogenes

Sh Other specify
5] Alcaligenes sp. Ga Centrificans

Gl Foecalis

g Other specify
T Bacillus zp. Ta Anthracis

Th Other specify
a Bacteroides ap. Ba Fragiliz

8b Thetaiotamicron

8c Other specify
g Babesia =p. Sa Other specify
10 Bartonella sp. 10a | Other specify
11 Borrellia sp. 11a | Burgdoferi

11k | Other specify
12 Bortetella sp. 12a | Pertusszis

12l | Other epecify
13 Burkholderia ap. 13a | Cepacia

13k | Malisi

13c | Pesudomallzi

13d | Other specify
14 Campylobacter sp. 14a | Jejuni

14l | Fetus

14e | Other specify
15 Capnocytophaga sp. 15a | Other specify
16 Chlamydia =p. 18a | Pneumoniae

16k | Trachomatis

16c | Other specify
17 Citrobacter sp. 17a | Freundi

17h | Koser

17c | Other specify
18 Clostridium =p 18a | Botulism

18k | Difficile

18c | Perfringes

18d | Tetani

18e | Other specify
19 Corynobacternia sp. 18a | Other specify
20 Coziella sp. 20a | Burnetti

20k | Other specify
21 Ciphteroids sp. 21a | Other specify
22 Eikenella sp. 22a | Comodens

22k | Other specify
23 Ehrlichia sp. 22a | Other specify
24 Enterchacter 2p. 24a | Cloacas

24l | Other specify
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25 Enterococcus 25a Yancomycin Resistant Fecalis
25k YYancomycin Resistant Foscium
25¢ Yancomycin Sensitive Fecalis
25d YYancomycin Sensitive Foecium
25e Other specify

26 Ezcherichia 2p. 26a Coli
26k Other specify

27 Eryzipelothrix 2p. 27a Rhusicpatheia
27k Other apecify

28 Fransizella sp. 28a Tularsnsis
28k Other =pecify

28 Fusobacterium sp. 28a Other specify

a0 Hafria Alvei

K} Helicobacter sp. 3a Pyilori
3b Other specify

32 Hemophiluz Influenza 32a Other specify

33 Klebsiella sp. 33a Prieumaonia
33k Owytoca
33c Other specify

24 Legicnella sp. 3a Premophillia
3db Other specify

25 Listeria sp. 35a Monocytogenes
35k Other specify

26 Moraxella zp. JGa Catarrhalis
36k Other specify

5T Morganella sg. i7a Other specify

28 Mycoplasma sp. J8a Other specify

38 Meizseria 2p. 3%a Gonorrhosas
14 Other specify

40 Migseria sp. 40a Meningitidis
40k Other specify

41 Mocardia sp. 41a Asteroides
41b Other specify

42 Paszteurzlla sp. 42a Moltocida
42b Other =pecify

43 Peptostreptococcus! 43a Prevatii

Peptococcus sp.
43b Other specify

44 Prevotella sp. 443 Melaningogenica
44k Other =pecify

45 Proteus sp. 45a Other specify

46 Providencia sp. 46a Other specify

47 Pzeudomonas sp. 47a Agruginosa
47h Other specify

43 Rhodococcus sp. 43a Eqqui
45k Other specify

49 Rickefizia ap. 493 Ricketsii
49k Other apecify

S0 Salmonella sp. S50a Other =pecify
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=1 Serratia sp. S1a Marcescens
S1b Other specify
52 Shigella sp. S2a Dysenterias
52b Other specify
&3 Staph 2p. 53a Methicillin Resistant Staph Aursus (MESA)
53k Methicillin Sensitive Staph Aursus (MS54)
S3c Coagulase MNegative (epidermatitis)
53d Other specify
4 Stenoirophomas =p. S4a Maltophillia
54k Other specify
=] Sirep sp. Soa Agalactias (Group B Strep)
S5k Anginosus
55c Bovis
55d Preumonias
S5e Pyogenss (Group & Strep)
a5f Yiridans
559 Other specify
S6 Sireptobacillus SGa Moniliformiz
S6b Other specify
57 Yersinia sp. Sfa Pestis
STb Other specify
5B Vibrio sp S8a Cholerae
58k Other specify
Fungi'Yeast
=] Agpergillus sp. Soa Other specify
60 Bipolaris sp. G0a Other specify
61 Candida sp. Gla Alicanz
61k Torulopsis
Glc Glabrata
G61d Tropicals
Gle Other specify
B2 Coccidicmycosis sp. G52a Other specify
B2 Preumocystis sp. G3a Carinii or Jiroveci
B4 Yeast Mot specified
Virus
B3 Adenovirus
5] Cylomegalovirus
T Herpes sp. G7a Simgplex 1
67k Simplex 2
68 HIW
5] Hepatitis 2p. G2 A
Bl B
Boe C
B9 Other specify
70 Influenza T0a A
70k B
1 Other Virus specify
Mycobacteria
T2 Avium-Intracellulare (MAI)
73 Tuberculosis
T4 Other Mycobacteria specify
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Appendix 7
Antibiotic Taxonomy

1 | Acyclovir 35 | Clofazimine 60 | Nyastatin
2 | Amantadine 36 | Cloramphenicol 70 | Ofloxacin
3 | Amikacin 37 | Cloxacillin 71 | Olsetamivir
4 | Aminosalicylic acid 38 | Cycloserine 72 | Oxacillin
5 [ Amoxicillin 39 | Dicloxacillin 73 | Penicillin
6 | Amoxicillin/clavulinic | 40 | Dimenocycline 74 | Pentamidine
acid
7 | Amphotericin B 41 | Doxycycling 75 | Pipercillin
8 | Ampicillin 42 | Ettapenem 76 | Pipercillin/Tazobactem
9 [ Ampicillin/sulbactam | 43 | Erythromycin 77 | Polimyxin B
10 | Anti-HIV therapy- 44 | Ethambutal 78 | Primaguin
please name:
11 | Azithromycin 45 | Ethionamide 79 | Pyrazinamide
12 | Aztreonam 46 | Fluconazole 80 | Quinoprstin+ Dalfopristin
13 | Bacitracin 47 | Flucytosine 81 | Ribavirin
14 | Capreomycin 48 | Foscarnet 82 | Rifabutin
15 | Carbenicillin 49 | Ganciclovir 83 | Rifampin
16 | Caspofungin 50 | Gatifloxacin 84 | Rimantadine
17 | Cefaclor 51 | Gentamicin 85 | Spectinomycin
18 | Cefamandole 52 | Imipenem/Cilastatin 86 | Streptomycin
19 | Ceftazidime 53 | Isoniazid 87 | Sulfadiazine
20 [ Cefazolin 54 | ltraconazole 88 | Sulfamethoxazole
21 | Cefepime 55 | Kanamycin 89 | Sulfisoxazole
22 | Cefixime 56 | Ketoconazole 90 | Teicoplanin
23 | Cefoperazone 57 | Levofloxacin 91 | Tetracycline
24 | Cefotaxime 58 [ Linezolid 92 | Ticarcillin
26 | Cefotetan 59 | Meropenem 93 | Ticarcillin/clavulinic acid
26 | Cefoxitin 60 [ Metronidazole 94 | Tobramycin
27 | Cefprozil 61 [ Mezlocillin 95 | Trimethoprim
28 | Ceftriaxone 62 | Minocycline 96 | Trimethoprim-Sulfamethoxazole
(Cotrimoxazole)
29 | Cefuroxime B3 | Moxyfloxacin 97 | Trovofloxacin
30 | Cephalexin B4 | Nafcillin 98 | Vancomycin
31 | Cephalothin 65 | Nalidixic Acid 99 | Voriconazole
32 | Ciprofloxacin 66 [ Netilmycin
33 [ Clarithromycin A7 | Nitrofurantoin
34 | Clindamycin 68 | Norfloxacin
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Appendix 8.1

Algorithm for ICU Acquired Infection Adjudication

To be determined by the Site Investigator after review of Infection Adjudication Form and

patient’s chart

Was this culture or the prescription of this antibiotic
for a NEW ICU acquired infection?
(after 72 hours of admission from ICU admission)?

Yes

No

/

Choose the appropriate
Categories of Infection (1-12)*
and if:

Definite Yes or

Probable Yes or

Possible Yes

N\

NO, because it is
related to an infection
previously diagnosed

and adjudicated.

NO, because it is
NOT an infection

/

\

* See Appendix 8.2 for categories and definitions of YES
** See appendix 8.3 for definitions of NO

September 21%, 2007

Possible** Probable**
NO NO
\4 A\ 4
END END
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Appendix 8.2
Categories of Infection

This document outlines the various categories of infection that may be considered “outcomes” in a
clinical trial. We have attempted to operationalize the definitions developed by the International Sepsis
Forum Consensus Conference (CCM 2005;33:1538-1548) and in doing so, have had to make some
modifications to those definitions. Furthermore, given the uncertainty around the diagnosis of infection,
we have consistently used the terminology, ‘Definite’ (a), ‘Probable’ (b), and *Possible’(c) for each type
of infection. The categories of infection include:

Category 1 Deep surgical wound infection

Category 2 Incisional (or superficial) surgical wound infection
Category 3 Skin and soft-tissue infection (non-surgical) (SSTS)
Category 4 Catheter-related blood stream infections (CRI)
Category 5 Primary blood stream infections (BSI)

Category 6 Lower urinary tract infection

Category 7 Upper urinary tract infection

Category 8 Intra abdominal infection

Category 9 Sinusitis

Category 10 Lower respiratory tract infection (excluding pneumonia)
Category 11 ICU Acquired Pneumonia

Category 12 Other
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Category 1

Deep surgical wound infection must meet the following criterion:

Infection occurs at operative site within 30 days after surgery if no implant is left in place or within 1 year if
implant is in place AND infection appears related to surgery AND infection involves tissues or spaces at
or beneath fascial layer or a deeper anatomical space opened during the surgical procedure. In all

categories, signs and symptoms suggestive of surgical site infection must be present. These include
wound erythema and blanching, tenderness, pain, purulent discharge, fever, and leukocytosis.

a) Definite Infection |:|
An abscess or other evidence of infection seen on direct examination, during surgery or by
histopathologic examination.
OR
Organism isolated from culture of fluid obtained during open procedure or aspiration

b) Probable Infection |:|

Purulent drainage from drain placed beneath fascial layer (no microbial confirmation or Gram stain
positive but negative culture).

c) Possible Infection |:|

Wound spontaneously dehisces or is deliberately opened by surgeon (no pus nor microbial confirmation).

Comments:
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Category 2
Incisional (or superficial) surgical wound infection must meet the following criterion:
Infection occurs at incision site within 30 days after surgery AND involves skin and subcutaneous tissue
above the fascial layer. In all categories, signs and symptoms suggestive of surgical site infection must be
present. These include wound erythema and blanching, tenderness, pain, purulent discharge, fever, and
leukocytosis.

a) Definite Infection |:|

Organism(s) isolated from culture of fluid from wound closed primarily

b) Probable Infection |:|

Purulent drainage from incision or drain located above fascial layer (no microbial confirmation or Gram
stain positive but no positive culture).

c¢) Possible Infection

[]

Surgeon deliberately opens wound

Comments:
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Category 3
Skin and soft tissue infection (non-surgical) must meet the following criterion:

Infection occurs in skin or soft tissue structures (SSTS) NOT associated with surgical procedures.

a) Definite Infection |:|
Compelling clinical and laboratory evidence (such as spreading cutaneous erythema
and blanching, or drainage or purulent material, with or without lymphangitis, in association with fever and
leukocytosis) of the presence of SSTS infection based on clinical, radiographic, or surgical findings

AND
Organism isolated from culture from a skin lesion that has drained pus or from a skin aspirate or biopsy of
subcutaneous tissues of an erythematous skin lesion (not a simple skin swab).

b) Probable Infection
Compelling clinical and laboratory evidence (such as spreading cutaneous erythema |:|
and blanching, or drainage or purulent material, with or without lymphangitis, in association with fever and
leukocytosis) or the presence of SSTS infection based on clinical, radiographic, or surgical findings

AND
No microbial confirmation or only positive Gram stain but negative culture.

c) Possible Infection

Some clinical evidence of infection, such as mild cutaneous erythema associated with fever, some

laboratory evidence (leukocytosis), some radiographic but insufficient evidence to confirm a diagnosis.
AND

No microbial confirmation

Comments:
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Category 4

Catheter-related blood stream infections (CRI) must be associated with a indwelling central line
(usually placed more than 5-7 days ago) and have an organism isolated from the bloodstream that is not
related to infection as some other site (lungs, Gl tract, etc.). In addition, patients must have signs of
sepsis (fever, chills, hypotension, etc.):

a) Definite Catheter-related Infection |:|

1. In association with a central line, recognized pathogen (defined as a pathogen not usually regarded as
a skin contaminant) isolated from one or more blood culture

AND
Catheter tip positive (>15 CFU/mL) or hub or exit site culture positive with the same organism

OR

2. In association with a central line, a common skin contaminant® isolated from two or more blood cultures
(at least one from a venipuncture)

AND
Catheter tip positive (>15 CFU/mL) or hub or exit site culture positive with the same organism

b) Probable Infection |:|

1. In association with a central line, recognized pathogen (defined as a pathogen not usually regarded as
a skin contaminant) isolated from one or more blood culture
OR

2. In association with a central line, a common skin contaminant isolated from two or more blood cultures
(at least one from a venipuncture)
c) Possible Infection |:|
One of the following: fever (>38°C), chills, or hypotension in association with a central line

AND

Patients clinical course improves with removal or change of the central line and institution of appropriate
antibiotic therapy.

[]

Comments:

1 Skin contaminants include diptheroids, Bacillus species, Propionibacterium, coagulase-negative Staphylococci, or micrococci)
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Category 5
Primary blood stream infections (BSI) must NOT be associated with a indwelling vascular device or
related to infection as some other site (lungs, Gl tract, etc.). In addition, patients must have signs of
sepsis (fever, chills, hypotension, etc.):
a) Definite Blood Stream Infection |:|

1. A recognized pathogen (defined as a pathogen not usually regarded as a skin contaminant) isolated
from one or more blood culture

OR
2. A common skin contaminant? isolated from two or more blood cultures drawn on separate occasions
(from venipunctures; must not be associated with a indwelling vascular device)
{there is not definition of ‘probably infection’ for this category}

c) Possible Infection |:|

A common skin contaminant isolated from a blood culture that does not fulfill the definition of ‘Definite”
BSI.

AND
Patients clinical course improves with institution of appropriate antibiotic therapy.

Comments:

2 Skin contaminants include diptheroids, Bacillus species, Propionibacterium, coagulase-negative Staphylococci, or micrococci)
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Category 6
Lower urinary tract infection (LUTI)

a) Definite

Symptoms (fever (38°C), hypotension) and Pyuria (>10 white blood cells {WBC}/ml
AND

a positive urine culture of >10° colonies/ml urine with no more than two species of organisms
AND

No other sources of the patient’s signs and symptoms are identified

b) Probable
Symptoms (fever (38°C), hypotension)

AND
a urine culture of >10° colonies/ml urine with no more than two species of organisms

c) Possible
a urine culture of >10° colonies/ml urine with no more than two species of organisms

Comments:
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Category 7

Upper Urinary Tract Infection includes infections of the urinary tract (kidney, ureter, bladder, urethra, or
tissues surrounding the retroperitoneal or perinephric spaces).

a) Definite: |:|

Organism isolated from culture of fluid (other than urine) or tissue from affected site

OR
An abscess or other evidence of infection seen on direct examination, during surgery, or by
histopathologic examination.

b) Probable
Two of the following: fever (>38°C), urgency, localized pain, or tenderness at involved site

AND any of the following:
(a) Purulent drainage from affected site
(b) Positive Gram stain from fluid from affected site
(c) Organism isolated from urine or blood culture

(d) Radiographic evidence of infection

c) Possible |:|

Two of the following: fever (>38°C), localized pain, or tenderness at involved site
a. Physician’s diagnosis

b. Physician institutes appropriate antimicrobial therapy and patient responds appropriately.

Comments:
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Category 8

Intra abdominal infection includes gallbladder, bile ducts, liver [other than viral hepatitis], spleen,
pancreas, peritoneum, subphrenic or subdiaphragmatic space, pelvis or other intra abdominal tissue or
area not specified elsewhere, and must meet the following criteria:

a) Definite |:|

Organism(s) isolated from culture of purulent material from intra abdominal space/structure obtained
during surgery or needle aspiration.
OR
Abscess or other evidence of intra abdominal infection (such as soilage of the peritoneal cavity after
intestinal perforation) seen during surgery or by histopathologic examination.

b) Probable
1. In the appropriate clinical setting, organism isolated from blood culture and:

Radiographic evidence for intra-abdominal infection
OR
clinical evidence of infection (Abdominal Pain, tenderness, jaundice)
OR
laboratory evidence of intra-abdominal infection (inflammatory ascitic fluid i.e > 500 PMN/ml,
evidence of billiary obstruction, positive gram stain of fluid from abdominal cavity but negative

cultures).
OR

2. Organisms seen on Gram stain of drainage or tissue obtained during surgery or needle aspiration but
cultures are negative.

c) Possible: one of the following:
1. Upper Gastro-intestinal perforation or penetrating abdominal trauma that is surgically repaired
without further evidence of microbiologic confirmation or clinical signs or symptoms supportive of
a diagnosis of bacterial or fungal peritonitis
2. Compatible clinical illness with an inflammatory peritoneal fluid (> 500 leucocytes/ml for primary
peritonitis and >100 leukocytes/ml for peritoneal dialysis related peritonitis) in the absence of a
positive culture (in peritoneal fluid or blood) or gram stain

3. Organism isolated from culture of drainage from surgically placed drain (e.g., closed suction
drainage system, open drain or T-tube drain).

4. Compatible clinical illness with persistent signs of systemic inflammation but without clear
documented evidence of persistent inflammation within the peritoneal space following secondary
bacterial peritonitis

Comments:
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Category 9

Sinusitis

a) Definite |:|

Organism isolated from culture of purulent material directly obtained from sinus cavity by antral

puncture.

b) Probable []

One of the following: fever (>38°C), pain or tenderness over the involved
sinus, headache, purulent exudate, or nasal obstruction
AND

Radiographic evidence of infection

c) Possible |:|

Two of the following: fever (>38°C) or pain or tenderness over the involved
sinus, headache
AND

purulent nasal exudate,

Comments:
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Category 10

Lower respiratory tract infection (excluding pneumonia) includes infections such as bronchitis,
tracheobronchitis, bronchiolitis, tracheitis, lung abscess, and empyema.

a) Definite: |:|

Organism seen on smear or isolated from culture of lung tissue or fluid, including pleural fluid.

b) Probable: []

1. Lung abscess or empyema seen during surgery or by histopathologic examination but no
microbiological confirmation.
2. For bronchitis, tracheobronchitis, bronchiolitis, tracheitis, without evidence of pneumonia, must
meet the following criterion:
Patient has no clinical or radiographic evidence of pneumonia but has fever (>38 C) and
increased sputum production
AND
Organism isolated from culture obtained by deep tracheal aspirate or bronchoscopy.

c) Possible |:|

Abscess cavity seen on radiographic examination of lung.

Comments:
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Category 11
ICU-Acquired Pneumonia includes HAP and VAP. It must be associated with new, progressive, or
persistent infiltrates on CXR and be associated with signs and symptoms of infection (fever,

leukocyotosis, worsening oxygenation, purulent secretions, etc.).

a) Definite Pneumonia |:|
1. Radiographic evidence of pulmonary abscess and positive needle aspirate
OR
2. Histologic proof on open lung biopsy or at post mortem (abscess formation, or consolidation

with PMN accumulation).

b) Probable Pneumonia |:|
Must be associated with 1 of the following:
1. BAL (>10* CFU/mI) or PBC (>10°CFU/ml) quantitative culture of specimen.
2. Positive blood culture of an organism found within 48 hours of that same organism found in
tracheal aspirate.
3. Positive pleural fluid culture of an organism, the same organism found in tracheal aspirate.

c) Possible Pneumonia |:|

Positive sputum or tracheal culture or non significant growth on BAL

Comments:
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Category 12

If the patient developed an infection which does not fall into any of the previous categories. Please
describe below.

a) Definite |:|

Organism (s) or positive Gram stain isolated from a normally sterile bodily fluid or tissue in the
absence of previous surgical intervention (e.g. organism isolated CSF or synovial fluid)

b) Probable |:|

Clinical evidence of infection and pathogenic organism(s) or positive Gram stain isolated from a
body site that is not normally sterile or specimen obtained from an indwelling drain or catheter

c¢) Possible |:|

Clinical evidence of infection but no microbiologic or smear confirmation of infection

Please describe infection:
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Appendix 8.3
Definitions of “No” Newly acquired ICU infection
If “No” to infection, choose either one, Probable No or Possible No

Probable No:

With greater certainty, the Investigator feels the patient is NOT infected. Clinical
story is clearly consistent with no infection supported by lack of physiologic response
(SIRS), or no positive cultures, or no treatment with antibiotics (short-term prophylaxis
OK), and patient gets better.

Examples:

1) Patient with ischemic heart disease (IHD) admitted to ICU in cardiogenic
shock. No positive cultures, no treatment with antibiotics, and patient gets
better. Even if the patient dies, if there is no suggestion of infection or no
treatment with antibiotics, the patient could still be “probably not infected”.

2) Patient with multiple traumas admitted to ICU on ventilator. Has SIRS for 24-
48 hours (probably related to trauma), no organ dysfunction, no positive
cultures, only short-term antibiotic prophylaxis, and gets better in a few days.

3) Clear cut cases related to “colonization” or “contamination” should be
categorized here (i.e., cultures that are positive secondary to organisms likely
to reflect contamination or colonization that get better with no treatment).

Possible No:
Investigator believes the patient is not infected but with some degree of uncertainty.
Investigator cannot comfortably rule out infection but thinks it is not likely. Patient may
manifest SIRS and organ dysfunction secondary to some other process but was treated
with antibiotics.
Examples:
1) Patient admitted to ICU with severe necrotizing pancreatitis. Patient had
SIRS and MODS and is treated with antibiotics from the beginning despite
the lack of positive cultures. (prophylaxis for secondary pancreatitic
complications).
2) Patient with ischemic heart disease admitted to ICU in cardiogenic shock.
CXR shows a bilateral process compatible with pulmonary edema. Patient
receives treatment of IHD and cardiogenic shock and seems to improve. On
Study Day 1 while in ICU, patient spikes a fever and is started on antibiotics.
No positive cultures, but patient gets better.
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Appendix 9
SF-36 v2 Script

SCRIPT FOR INTERVIEW ADMINISTRATION

These first questions are about your health now and your current daily activities.

Please try to answer every question as accurately as you can.

1. In general, would you say your health is . . . fREAD RESPONSE CHOICES]

{Circle one number)

= [ | TS OPP w1
Very good ......coeeeeeiaerss w2
GO Leviiiiiiasiriisisssssmesnnssntsnsnnssrssssrsnrsnnssss arsanssnssntonsssssassiasssnssssssstsansasasissssssssnssnnsssssesisssnnsnnens 3
| PPN 4
Poor? 3

2. Compared to one year ago, how would you rate your heailth in general now? Would
: you say it is . . . [READ RESPONSE CHOICES]

{Circle one number)

Much better now than ONe Year A00......eie e iesirrsmrisiiissssumsssmmminmms it sss s
Somewhat better now than ONe YEar 800 ... ssssss s nssesarssees
About the same as one year ag0.....cuvuresranns

Somewhat waorse now than one Year 800 ....wrieirsissiisisssmmssnsisnssisnsie

Much worse now than one year 8007 «....vewerriarisneen

[7, SR S TURN N Ry

Now I'm going to read a list of activities that you might do during a typical day. As
I read each item, please tell me if your health now limits you a lot, limits you a
little, or does not limit you at all in these activities.

3a. First, vigorous activities, such as running, lifting heavy cbjects, participating in
strenuous sports. Does your health now limit you a lot, limit you a little, or not limit
vou atall? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]

{(Circle one number)

YES, HIEEA @ 108 .vuvureereereensesssensenssessesesesresessnsssesesses ettt ettt st s st sen 1
Yes, HMIEEd @ JIEIE ...vvvevirieiiiiiiinienr i inissisrisins e s cansaent e sn s e eraneiaassvaneasssasaunessnnnbansnssans 2
No, ROt liMIted AL @ll....cvvriiierii i i e e s s s 3
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3b,

3c.

3d.

3e.

« « « Moderate activities, such as moving a table, pushing a vacuum cleaner, bowling,
or playing goif. Does your health now limit you a lot, limit you a little, or not limit yo!
atall? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTT) VITY, PROBE: Is that because of your health?
(Circle one number)

Yes, limited a iot
Yes, limited @ litte .......coereevvinnns A hee e R LA R LIRS R b SRR S e eerean ormears snnts
No, not limited at all......coccrerriiviniirireses et

- « « lifting or carrying groceries. Does your health now limit you a lot, limit you a
little, or not limit you at all? /READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?,
(Circle one number)

YeS, lMIted @ 10t ...uuveiieiriseneireenenreeeeneess e s
Yes, limited a little T U UUERRRR,

“No, not limited at all................ b tertbes e AR bR A bR A bAoA bt eteems et ae e s s 3

« + « climbing several flights of stairs. Does your health now limit you a lot, limit you a
little, or not limit you at all? [READ RESPONSE CHOICES]

[TF RESPONDENT SAYS S/HE DOES NOT DO ACTT VITY, PROBE: Is that because of your health?,
(Circle one number)

Yes, limited a lot................ LS e AR L Ab s s me e e Rt e mae e 88 b s 0o e e e e ts smmmn s st sn 1
Yes, imited @ HEHE .vu.....vvurmmeerissisieesseoeeese s esesseessssenssons e s as e eaesee e eaesessnnd
No, not limited at all................ . - 3

- » » climbing one flight of stairs. Does your health now limit you a lot, limit you a
little, or not limit you at all? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTT VITY, PROBE: Is that because of your health?}
(Circle one number)

Yesl' IlmitEd a IOt ''''' Flasisanssansrniansan R L P P TP TR T B A A R TR EE SR AR AR Rk s 1
Yes, limited a litte..................... T S S St e asnnrs et 2
No, not limited at all..................... - aineresnrariases reresenns s R 3
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3f.

3g.

3h.

3i.

. . . bending, kneeling, or stooping. Dces your health now limit you a iot, limityou a
little, or not limit you at all? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
{Circle one number)

YES, MITBO @ J0L ciui ittt s rss s e rare e e s nsnsresansssasbanssansssnsrstssssss ssssessasnnsbomennsrsarasesl
Yes, Imited @ M ... i e ces e e st e s s anesrrseneesssnesensnssnns sl

No, not limited @t @ll.....cc. e e et e rn s e erne s e ane e sreed

. » . walking more than a mile. Does your health now limit you a lot, limit you a little,
or not limit you at all? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Circle one number)

Yes, HMIEA @ 100 ....ci i e e e s erbraraesrasnanesssnene L
Yes, HMIted @ IITHE .o s e st s s s r s senn s s s ssssssnnns enssn

No, Not iMiIted @t @ll.......ccovererrriirss e er st r s s r s s s e nsesseaseesensesannesbennnnd

. « . walking several hundred yards. Does your health now limit you a lot, limit you a
little, or not limit you at all? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your heaith?]
(Circle one number)

Y5, HIMILEH @ IHEIE cvivvee e visviensairasisesiesiserscrsesssssstassrsssssnsnssssss osssssesssnsssessssssssnssessnnnssasmessssesd

NO, NOt HIMIEEA @E @ll...vvuvereniserreenseseesiesiesieesessssessseesressasssssssseesesssssesssssesssssesseesessesessessessess3

. . walking one hundred yards. Does your health now limit you 2 lot, limit you a
little, or not limit you at all? [READ RESPONSE CHOICES]

{IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your health?]
(Circle one number)

Yes, Hmited @ 10b ... is e s sss tessasns sssssne
Yes, imited @ B ....vicciiiiieii s s sressae i e as s en s s s aaas s nan s s bbb e e saanns

NO, NOt IMILE AL @ll....eeieericee e e rer s e s s b baneata s barassrarssrresonen
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3j. - . - bathing or dressing yourself. Does your health now limit you a lot, limit you a
little, or not limit you at all? [READ RESPONSE CHOICES]

[IF RESPONDENT SAYS S/HE DOES NOT DO ACTIVITY, PROBE: Is that because of your heaith?]
(Circle one number)

YES, MITEA @ 0L . 1vcriuiieiricriseianesiesnnisiassssissssismsacsessmssserserssnsssessensensssensasesserasssssersanesessassens 1
Yes, imited @ [ 1o reersssssssssesenssassses

NO, NOL IMIEEA B @lL.......cecereereeiesirrrrssr it ieresssessssss e e ssersenssssesasssessessnsssseesessssssssesnssssessrees 3

The following four questions ask you about your physical health and your daily
activities.

4a. During the past four weeks, how much of the time have you had to cut down on the
amount of time you spent on work or other daily activities as a result of your physical
health? [READ RESPONSE CHOICES]

(Gircle one number)

All of the time....oociniierse s P PP OPPRO |
Most of the tiMe ... rerre e Heenhe et 2
SQME OF the HIME w.uuecrerren s s ettt e ere e sessbessnebens e s s snsssssasennss 3
A IIiI:I:Ie of the time

or NOne of the tIMe? .....icvveiriririimsnserserenmessesssnssesssstessssasssees erareens . 5

L T T T P T P T TT T P PP PP

4b, During the past four weeks, how much of the time have you accomplished less than
You would like as a result of your physical health? [READ RESPONSE CHOICES]

(Circle one number)

All of the time ........... brassssesneranrnnnes eeseesres e et an e e e 1
Most of the time .......evevveerrnsressnenenes e e eaasananse s eererretresenas st sea s aneen 2
Some of the tiMe ....ccvvveeivsreersnrerenns e —————. SO TSP PEUR: |
A little of the time.........cssueeee RN CeieaEEEeRteeseeiesessisesesantesssbnssssntrressnsessans 4

or None of the ime? ........cecvniinenas T BTSRRI 5

4c. During the past four weeks, how much of the time were you limited in the kind of
work or other regular daily activities you do as a result of your physical health?
[READ RESPONSE CHOICES]

(Circle one number)
Ajl “m ﬁMIl llllllllll SRS EEEINER SRR IR RNRS A e e R T ey T P T Y LR LR R L) bl

Some of the time .........oeeeu. TR eretreeeaniraraa e perrs e raes s raaearsnnesessnarered
A littie of the time....... B essert . e aNeeeteEErsEEeeeEEaeET ey L anEeaaEETegnnneaennrnnnrerans 4

or None of the time?............. S,

sesvenssasaLe et e e PRI .
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4d. During the past four weeks, how much of the time have you had difficulty performing
work or other regular daily activities as a result of your physical health, for example,
it took extra effort? [READ RESPONSE CHOICES]

(Circle one number)
a1 L= ] T PR
Most of the time ........ccivinnenn

Some OF the LM ... s s s rrr s r s e s e s a s sr s anaes

A little Of the TIME oo s e aad s

O NN O BB HITIE 7 ittt e it s stsssteesssssbn tabt e sssbns s ssm s rabasbnnressnnansssnsssassnsssansanshsnnsen

The following three questions ask about your emotions and your daily activities. —l

Sa. During the past four weeks, how much of the time have you had to cut down the
amount of time you spent on work or regular daily activities as a result of any
emotional problems, such as feeling depressed or anxious? [READ RESPONSE CHOICES]

(Circle one number)

All of the tiMe ...

Most of the time ........cceeeee

Some of the tIMe ... neane
A QIEEle OF The HIMe ... s s ens e s a e e ransr s bs b s s s e s g s annn s reeassrannnnn

n » iR

or None of the time? .....vciiciierienreesieiierenssssenes

5b. During the past four weeks, how much of the time have you accomplished less than
you would like as a result of any emotional probiems, such as feeling depressed or
anxious? [READ RESPONSE CHOICES] ' '

(Circle one number)
AL OF ENE M1 ceertrrrssre e e e s ssrr s e resese e s seee s samr e s srmeessemnss s s nsssnsrrssnees et e s nnrr e enassrnnnssnnin
MOSE Of the HIME ..uvvviiiisir s s as s e s
Some Of the HIME ..o e sy e s p e s s s neassnnasasnndas
A little of the time ....vvevvierecriininrnen

OF NONE OF TN TiMIE7 11evrserarrserssrsssessesissiastessermstesssessassasssnssssassssssnssassssssnsons

n 2 W oR
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