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SARP Manual of Operations for Investigative Bronchoscopy. The Bronchoscopy Section (9) of the SARP 25 

Manual of Operations is provided in it’s entirety in a separate PDF file. Below is a brief table of bookmarks 26 

to assist your review of this document. The shaded rows refer to guidelines for pediatric subjects; only one 27 

pediatric subject is included in the current analysis. 28 

TABLE E1. THE SARP BRONCHOSCOPY MANUAL OF PROCEDURES 29 

 30 
Sectio

n  
Pages Brief Description Comments in reference to current Manuscript 

9.1 103 Adult Standards  

9.1.2 103 
Subject Selection and 

Characterization 

5 COPD subjects underwent bronchoscopy, but are not 

included in this analysis. 

9.1.3 105 Inclusion/Exclusion Criteria  

 107 
Definition of  

Very Severe Asthma  
 

 108-109 Phase-In Criteria  

9.1.4 109-110 

General Exclusion Criteria 

Criteria to delay 

bronchoscopy 

 

9.1.5 111 Medication dose limits  

9.1.6 111-112 
Topical Anesthesia dose 

limits 
 

9.1.7 113 Procedural Monitoring  

9.1.8 – 

9.1.12 
113-115 Bronchoscopy procedures 

Procedures for sharing of bronchoalveolar lavage fluid and 

endobronchial brushings and biopsies between sites. 

9.1.13 116 Post-procedure monitoring  

9.1.14 117 Hospitalization Indicators  

9.2 118-121 Safety Algorithm   

9.3 121-123 
Pediatric Standards:  

6-11 Years of Age 

Investigative bronchoscopy was not performed in this age 

group. The MoP details sample collection from diagnostic 

bronchoscopies performed for clinical purposes.  

9.4 123-133 
Pediatric Standards:  

12-17 Years of Age 

Only one adolescent had been studied at the time of this 

analysis. To date, three adolescents have undergone 

investigative bronchoscopy at one center (Washington Univ.) 

9.5 133-137 
Stopping Rules and 

DSMB Oversight 
 

9.6 137-142 Transbronchial Biopsies One investigator (Dr. Wenzel) performed this procedure.  

9.7 142 
Approval to Proceed with 

Bronchoscopy 
 

 31 

32 
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TABLE E2: DISTRIBUTION OF BRONCHOSCOPY SUBJECTS AT CENTERS 33 
 34 

Center
*
 Normal 

Not Severe 

Asthma 

Severe 

Asthma 

Very Severe  

Asthma 

Center 

Total 

Brigham & Women’s Hospital 0 17 12 3 32 

Cleveland Clinic 19 17 9 1 46 

Imperial College, UK 0 20 20 0 40 

National Jewish Hospital 21 17 11 11 60 

University of Pittsburgh 27 15 6 21 69 

University of Virginia 3 5 2 0 10 

Wake Forest University 0 35 9 0 44 

University of Wisconsin 17 57 16 2 92 

Washington University 10 13 17 3 43 

Subject Group Total 97 196 102 41 436 

 35 
*
Emory University is a pediatric clinical site that does not perform investigative bronchoscopy. 36 

 37 

Protocol Deviations and Changes to the MoP. Early in SARP an interim data analysis revealed 38 

that the total lidocaine dose limit (600 mg or 9 mg/kg whichever is less) was inadvertently 39 

exceeded in twenty-two subjects (12 normal, 6 not severe and 4 severe asthma subjects). These 40 

subjects received total doses of lidocaine that ranged from 620 to 940 mg, largely due to higher 41 

doses of atomized lidocaine applied to the upper airway (which was included in the total reported 42 

dose). There were no adverse effects related to these higher doses of lidocaine. Subsequent 43 

review of topical anesthesia protocols at all sites (which varied with regard to the use of 44 

atomized, gargled or nebulized lidocaine to anesthesize the airways), led to an amendment to the 45 

SARP MoP to standardize the reporting of lidocaine doses. Following this change to the 46 

protocol, all lidocaine doses are reported as the arithmetic total of lidocaine administered by any 47 

route, regardless of whether application is primarily above or below the vocal cords.  Lidocaine 48 

doses in the current manuscript reflect the total dose of lidocaine given to the subjects during 49 

preparation and performance of the procedure. 50 
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as necessary
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