
	

	 	

 
 
 
 
 

Distribution Date:  September 15, 2018 
E-mailed Date: September 12, 2018 
 
 
 
 
TO: ALL NATIONAL CLINICAL TRIALS NETWORK (NCTN) MEMBERS 
 
 
FROM: SWOG Operations Office (protocols@swog.org) 
 
 
RE: McKesson Corporation Drug Distribution Delays 
 
 

MEMORANDUM 
 

 
 
The purpose of this memorandum is to inform sites of potential changes in 
delivery of drugs distributed by McKesson Corporation (formerly Biologics, Inc.). 
 
McKesson has indicated that they may hold shipments to zip codes in the path of 
hurricane Florence due to forecasted delivery issues posed by the storm.  They 
will continue to reach out to patients and sites in the most impacted areas in the 
Carolinas, Virginia and Washington, D.C. to help plan for delays, non-delivery, 
and closures.   They will monitor the storm and sites will be notified of updates as 
they arise.   
 
For urgent needs and questions regarding specific deliveries, please contact the 
team at clinicalresearchservices@mckesson.com or 1-800-693-4906. 
 
This memorandum pertains to the following studies: 
 
S1014 Genitourinary 
S1216 Genitourinary 
S1304 Myeloma 
S1313 Gastrointestinal 
S1403 Lung 
S1406 Gastrointestinal 
S1602 Genitourinary 
S1613 Gastrointestinal 
S1701 Lung 
	
This memorandum serves to notify the NCI, CIRB, and SWOG Statistics and Data 
Management Center. 
 
cc:  Elliott Lee – McKesson Corporation 



	

	 	 	

 
 
 
 
 
Distribution Date: March 1, 2017 
E-mail Date February 16, 2017 
 
 
 
TO:  ALL NATIONAL CLINICAL TRIALS NETWORK (NCTN) MEMBERS 
 
 
FROM:  SWOG Operations Office 
 
 
RE:  Change in e-mail address for Biologics, Inc. 
 

MEMORANDUM 
 

IRB Review Requirements 
(   ) Full board review required    
(   ) Expedited review allowed 
(  ) No review required  

 
 

MEMORANDUM 
 
The purpose of this memorandum is to alert sites to a change in email address for 
Biologics, Inc., the drug distributor for the following studies: 
 
S1014 
S1216 
S1304 
S1313 
S1403 
S1406 
S1602 
 
Beginning February 20th, 2017, the email address clinicaltrials@biologicsinc.com will no 
longer be valid and clinicalresearchservices@biologicsinc.com will no longer be 
accepting drug order submissions. 
  
Please ensure all clinical trial drug order submissions that are emailed are being 
addressed to CRSorders@biologicsinc.com; all other communication outside of drug 
order submissions may continue to be addressed to 
clinicalresearchservices@biologicsinc.com.     
  
Please note CRSorders@biologicsinc.com will only allow for inbound submission. If you 
require a response to an inquiry regarding an order please ensure it is addressed to 
clinicalresearchservices@biologicsinc.com. 
  
Drug orders submitted via fax to 919-256-0794 will still be processed as usual. 
 
cc: PROTOCOL & INFORMATION OFFICE 
 



	

	 	

 
 
 
November 1, 2016 
 
TO: ALL NATIONAL CLINICAL TRIALS NETWORK MEMBERS; CTSU 
 
FROM: Cara Laubach, MIIM, Protocol Coordinator (E-mail:  claubach@swog.org) 
 
RE: S1304, “A Phase II Randomized Study Comparing Two Doses of Carfilzomib 

(NSC-756640) with Dexamethasone for Multiple Myeloma Patients with 
Relapsed or Refractory Disease”.  Study Chairs:  Drs. S. Ailawadhi, M.H. 
Abidi, S. Lentzsch, R.Z. Orlowski and E.M. Rohren. 

 
MEMORANDUM 

 
Study Chair:  Sikander A. Ailawadhi 
Phone number: 904/953-7290 
E-mail: S1304SC@swog.org 

 
IRB Review Requirements 
(   ) Full board review required    
(   ) Expedited review allowed 
(  ) No review required  

 
Status Change  
(   )  IRB Review only  
(   )  Activation 
(   )  Closure: Permanent 
(   )  Reactivation 

 
Protocol changes 
(   )  Eligibility changes  
(   )  Treatment / Dose Modification / Study Calendar changes  
(   )  Informed Consent changes 

(   )  Patient notification not required 
(   ) Patient notification required  

(   )  Scientific / Statistical Consideration changes 
(   )  Specimen Submission changes 
(   )  Data Submission / Forms changes  
(   )  Editorial / Administrative changes 
(   )  Other: 

 
 

MEMORANDUM 
 
The purpose of this memorandum is to clarify an error noted in protocol Section 11.8 
Toxicity Monitoring. The first paragraph of Section 11.8 (excerpted below for ease of 
reference) currently indicates, “With 72 patients per treatment arm.” This statement is 
incorrect and will be modified in the next revision to the protocol to read “With 63 patients 
per treatment arm,” as is congruent with the protocol design. 
 

“All eligible patients that have initiated treatment will be considered evaluable for 
toxicity analyses. The maximum grade for each toxicity will be recorded for each 
patient, and frequency tables will be reviewed to determine toxicity patterns. With 
72 patients per study arm, the probability of any particular toxicity can be 
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estimated within ±14% (95% confidence interval). Any toxicity having a true 
occurrence rate of 5% or more within one of the treatment arms is very likely to 
be observed in at least one patient (probability ≥ 96%).” 

 
This memorandum serves to notify the NCI, Alliance, ECOG-ACRIN, and the SWOG 
Statistical Center. 
 
cc: PROTOCOL AND INFORMATION OFFICE  
 Destin Carlisle – Alliance  

Mary Bonds – ECOG-ACRIN  
Becky Fillingham – ECOG-ACRIN 
Elliott Lee – Biologics 
Joe Connell – Amgen 
 



	

	 	

 
 
 
June 1, 2016 
 
TO: ALL NATIONAL CLINICAL TRIALS NETWORK MEMBERS; CTSU 
 
FROM: Cara Laubach, MIIM, Protocol Coordinator (E-mail:  claubach@swog.org) 
 
RE: S1304, “A Phase II Randomized Study Comparing Two Doses of Carfilzomib 

(NSC-756640) with Dexamethasone for Multiple Myeloma Patients with 
Relapsed or Refractory Disease”.  Study Chairs:  Drs. S. Ailawadhi, M.H. 
Abidi, S. Lentzsch, R.Z. Orlowski and E.M. Rohren. 

 
MEMORANDUM 

 
Study Chair:  Sikander A. Ailawadhi 
Phone number: 904/953-7290 
E-mail: S1304SC@swog.org 

 
IRB Review Requirements 
(   ) Full board review required    
(   ) Expedited review allowed 
(  ) No review required  

 
Status Change  
(   )  IRB Review only  
(   )  Activation 
(   )  Closure: Permanent 
(   )  Reactivation 

 
Protocol changes 
(   )  Eligibility changes  
(   )  Treatment / Dose Modification / Study Calendar changes  
(   )  Informed Consent changes 

(   )  Patient notification not required 
(   ) Patient notification required  

(   )  Scientific / Statistical Consideration changes 
(   )  Specimen Submission changes 
(   )  Data Submission / Forms changes  
(   )  Editorial / Administrative changes 
(   )  Other: 

 
 

MEMORANDUM 
 
As stated in the Activation Memorandum distributed November 1, 2013, ECHO results 
were to be submitted for central review after funding and logistical details had been 
finalized.  At this time, details have been finalized and ECHOs must be submitted.  
Please follow the instructions in Sections 15.3 and 18.2 of the protocol, and submit 
ECHO images for all patients at your earliest convenience. 
 
This memorandum serves to notify the NCI, Alliance, ECOG-ACRIN, and the SWOG 
Statistical Center. 
 
cc: PROTOCOL AND INFORMATION OFFICE Becky Fillingham – ECOG-ACRIN 
 Destin Carlisle – Alliance Elliott Lee – Biologics 

Mary Bonds – ECOG-ACRIN Joe Connell - Amgen 



http://swog.org/�






















































































































 
 
 

  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  
  

  
  
  
  

  
  
  
  
  
  
  

  
  
  
  
  
  
  
  
  
  



  
  
  
  
  
  
  
  
  
  
  
  
  
  

  
  
  
  
  
  
  
  
  























































































https://open.ctsu.org/
https://www.ctsu.org/


https://www.ctsu.org/
https://open.ctsu.org/










- -- -



























































 

 


















	Amends/Memos/Revs
	Memo 9-15-18 Mckesson
	Memo 3-1-17
	Memo 11-1-16
	Memo 6-1-16
	Per Clo 5-15-16
	REVISION #6
	Memo 12-1-15
	AMGEN letter

	Memo 11-1-15
	Tem Clo 11-1-15
	Memo 10-1-15
	Memo 8-15-15
	Rev #5 8-1-15
	Carfilzomib Dear Investigator Letter 

	Memo 8-1-15
	Memo 7-1-15
	Memo 6-15-15
	Memo 6-1-15
	Rev #4 5-1-15
	Memo 4-1-15
	Rev #3 4-1-15
	Rev #2 1-15-15
	2013-2014
	Memo 12-15-14
	Memo 11-1-14
	Memo 8-15-14
	Memo 8-1-14
	Memo 6-15-14
	Memo 5-15-14
	Rev #1 5-15-14
	Memo 3-15-14
	Memo 2-1-14
	Memo 12-15-13
	Memo 11-15-13
	Memo 11-1-13
	Act 11-1-13
	Memo 10-1-13


	TITLE PAGE
	PARTICIPANTS
	TABLE OF CONTENTS
	CANCER TRIALS SUPPORT UNIT (CTSU) ADDRESS AND CONTACT INFORMATION
	SCHEMA
	1.0 OBJECTIVES
	1.1 Primary Objective
	1.2 Secondary Objectives
	1.3 Other Objectives
	2.0 BACKGROUND
	3.0 DRUG INFORMATION
	3.1 Carfilzomib (Kyprolis) (NSC-756640) (IND-118110)
	3.2 Dexamethasone (Decadron) (NSC-34521)

	4.0 STAGING CRITERIA
	4.1 Diagnostic Criteria
	4.2 International Staging System
	5.0 ELIGIBILITY CRITERIA
	5.1 Registration Step 1:  Initial Randomization
	5.2 Registration Step 2:  Crossover 
	6.0 STRATIFICATION FACTORS
	7.0 TREATMENT PLAN  
	7.1 General Considerations
	7.2 Pre-Medication 
	7.3 Registration Step 1 – Initial Registration (Arms 1 and 2)
	7.4 Registration Step – Crossover Registration (Arm 3)
	7.5 Supportive Care and Concomitant Medication
	7.6 Criteria for Removal from Protocol Treatment
	7.7 Discontinuation of Treatment
	7.8 Follow-Up Period
	8.0 TOXICITIES TO BE MONITORED AND DOSE MODIFICATIONS
	8.1 NCI Common Terminology Criteria for Adverse Events
	8.2  General Considerations
	8.3  Dose Reductions for Toxicity
	8.4 Treatment Modification for Cardiopulmonary Events
	8.5 Dose Modifications Contacts
	8.6 Adverse Event Reporting
	9.0 STUDY CALENDAR
	10.0 CRITERIA FOR EVALUATION AND ENDPOINT ANALYSIS
	10.1  Response Criteria
	10.2  Notes
	10.3  Best Response
	10.4  Time to Death
	10.5  Progression-Free Survival
	10.6  Performance Status 
	11.0 STATISTICAL CONSIDERATIONS
	11.1 General Overview
	11.2 Sample Size and Power Justification
	11.3 Analysis of Primary Endpoint
	11.4 Interim Analysis for Futility
	11.5 Analysis of Secondary Endpoints
	11.6 Translational Medicine/Imaging Endpoints
	11.7 Toxicity Stopping Rule
	11.8 Toxicity Monitoring
	12.0 DISCIPLINE REVIEW
	13.0 REGISTRATION GUIDELINES
	13.1 Registration Timing
	13.2 Investigator/Site Registration
	13.3 OPEN Registration Requirements
	13.4 Registration Procedures
	13.5 Exceptions to SWOG registration policies will not be permitted.
	14.0 DATA SUBMISSION SCHEDULE
	14.1 Data Submission Requirement
	14.2 Master Forms
	14.3 Data Submission Procedures
	14.4 Data Submission Overview and Timepoints
	15.0 SPECIAL INSTRUCTIONS
	15.1 FDG-PET Imaging (mandatory)
	15.2 Translational Medicine and Banking (optional for patient)
	15.3:  ECHO Imaging (mandatory)
	16.0 ETHICAL AND REGULATORY CONSIDERATIONS
	16.1 Adverse Event Reporting Requirements 

	17.0 BIBLIOGRAPHY
	18.0 APPENDIX
	18.1 Determination of Expedited Adverse Event Reporting Requirements
	18.2 FDG-PET and ECHO Image Submission Guidelines
	18.3 New York Heart Association Classifications
	18.4 Temperature Excursion Disposition Form

	Informed Consent Model for S1304
	Testing Two Doses of Carfilzomib with Dexamethasone for Relapsed or Refractory Myeloma
	S1304, "A Phase II Randomized Study Comparing Two Doses of Carfilzomib (NSC-756640) with Dexamethasone for Multiple Myeloma Patients with Relapsed or Refractory Disease"




