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	Randomized Dosing Group (all)
n=30
	Confirmation Group
n=16

	Adverse events occurring 0-400 days post treatment (all), n (%)

	Respiratory serious adverse events (SAE)

	  Airway infection
	
	1(6)

	  Bronchial fistula
	1(3)
	-

	   Cough
	0 (0)
	1 (6)

	   COPD exacerbation
	6 (20)
	2 (13)

	  Lung cancer
	1 (3)
	-

	  Pneumonia
	2 (7)
	1 (6)

	Respiratory non-serious adverse events (non-SAE)

	Airway nodule
	2 (7)
	3 (19)

	   Airway wall effect
	3 (10)
	-

	  Bronchio-avleolar infiltrate
	1 (3)
	-

	  Bronchitis
	1 (3)
	1 (6)

	   Bronchospasm
	-
	1 (6)

	   Common Cold
	9 (30)
	1 (6)

	   Cough
	10 (33)
	9 (56)

	   COPD exacerbation
	33 (103)
	20 (125)

	   Dyspnea
	7 (23)
	14 (88)

	  Hemoptysis in sputum
	1 (3)
	-

	   Infection
	1 (3)
	4 (25)

	   Influenza
	2 (7)
	2 (13)

	   Pneumonia
	1 (3)
	2 (13)

	  Sinus infection
	1 (3)
	1 (6)

	Gastrointestinal SAE

	  Acute colitis
	1 (3)
	-

	   Diverticulitis
	1 (3)
	-

	   Duodenal ulcer
	1 (3)
	-

	   Epigastric discomfort 
	1 (3)
	-

	  Impaired gastric emptying
	5 (17)
	-

	   Nausea
	1 (3)
	-

	Gastrointestinal non-SAE

	   Abdominal fullness
	1 (3)
	-

	   Belching
	1 (3)
	2 (13)

	   Constipation
	-
	1 (6)

	   Diarrhea
	3 (10)
	4 (25)

	   Diverticulosis
	-
	1 (6)

	   Dyspepsia
	3 (10)
	3 (19)

	   Dysphagia
	11 (37)
	4 (25)

	   Gastric symptoms
	1 (3)
	2 (13)

	   Gastrointestinal         
   irritation/gastroenteritis
	2 (7)
	3 (19)

	   Impaired gastric emptying
	3 (10)
	-

	   Mycotic esophagitis
	1 (3)
	-

	   Nausea
	2 (7)
	-

	   0dynophagia
	1 (3)
	

	   Polyp
	-
	1 (13)

	Cardiac SAE

	   Chest pain
	1 (3)
	1 (6)

	   Death, aortic rupture
	1 (3)
	-

	   Worsening NSTEMI
	1 (3)
	-

	Cardiac non-SAE

	  Arrhythmia
	1 (3)
	-

	   Chest pain
	5 (17)
	2 (13)

	  High blood pressure
	-
	1 (6)

	  Hypertension
	-
	1 (6)

	   Thoracic pain
	1(3)
	2 (13)

	  Right bundle block, partial
	-
	1 (6)

	Other SAE

	   Anemia
	1 (3)
	-

	   Aphonia
	1 (3)
	-

	   Arthritis
	1 (3)
	-

	   Bursitis
	1 (3)
	-

	   Cholecystitis
	1 (3)
	-

	   Depression
	1 (3)
	

	   Hypoglycemia
	-
	1 (6)

	   Tendonitis
	-
	1 (6)

	   Urinary retention
	1 (3)
	-

	Other non-SAE

	   Allergic reaction
	1 (3)
	-

	   Anaphylactic drug reaction
	1 (3)
	-

	   Anxiety 
	1 (3)
	1 (6)

	   Anorexia
	-
	1 (6)

	  Anxiety
	1 (3)
	1 (6)

	   Appetite loss
	1 (3)
	1 (6)

	   Arthritis
	2 (7)
	-

	   Back pain
	1 (3)
	4 (25)

	   Bicycle accident
	-
	1 (6)

	   Broken rib
	1 (3)
	-

	   Cystitis
	-
	1 (6)

	   Depression
	-
	2 (13)

	   Dislocated finger
	1 (3)
	-

	   Dizziness
	1 (3)
	-

	   Ectropium of eyes
	1 (3)
	-

	   Facial nerve compression
	1 (3)
	-

	   Fatigue
	-
	1 (6)

	   Fever
	-
	1 (6)

	   Gout
	-
	1 (6)

	   Herpes Zoster
	7 (23)
	-

	   Insomnia
	1 (3)
	-

	   Knee pain
	1 (3)
	-

	   Meat disgust
	1 (3)
	-

	   Osteoporosis
	-
	1 (6)

	   Pain, head/shoulder
	-
	2 (13)

	   Proctitis
	-
	1 (6)

	   Prostate cancer
	-
	1 (6)

	   Renal adenoma
	1 (3)
	-

	   Rib fracture
	1 (3)
	-

	   Rosacea
	1 (3)
	-

	   Skin lesion
	-
	1 (6)

	   Steroid side effects
	-
	1 (6)

	   Swollen tongue
	-
	1 (6)

	   Tooth abscess
	1 (3)
	-

	   Urinary tract infection
	1 (3)
	1 (6)

	   Weakness
	2 (7)
	-

	   Weight loss
	2 (7)
	2 (13)








