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UNITED STATES DISTRICT COURT 

SOUTHERN DISTRICT OF CALIFORNIA 

 

IN RE: INCRETIN-BASED 

THERAPIES PRODUCTS 

LIABILITY LITIGATION  

 

Relates to: ALL CASES 

Master File No.: 3:13-md-02452-AJB-MDD 

 

MDL – 2452  

 

DECLARATION OF MICHAEL K. 

JOHNSON IN SUPPORT OF 

PLAINTIFFS’ REPLY MEMORANDUM 

REGARDING NOVO’S CLAIM OF 

ABSOLUTE PROTECTION FOR 

LEADER CLINICAL TRIAL DATA AND 

NOVO’S REQUEST FOR CLAWBACK 

UNDER SEAL BY PARTY THAT 

PARTIALLY OPPOSES SEALING 

 

 

 I, Michael K. Johnson, declare and state: 

1. I am a partner with the firm Johnson Becker, PLLC and an attorney, duly 

licensed to practice before the courts in the state of Minnesota, the United States Supreme 

Court, the United States Court of Appeals for the Eight Circuit, the United States District 

Court for the District of Minnesota, the United States District Court for the Eastern 

District of Wisconsin, and the United States District Court for the Western District of 

Wisconsin.  

2. I am a member of Plaintiffs’ Executive Committee in MDL-2452 pursuant to 

the Court’s Order Appointing a Plaintiffs’ Steering Committee dated October 17, 2013.  

(Dkt. No. 147.)  I am serving as the Plaintiffs’ Discovery Chair for this litigation. 
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3. The following documents are attached to Plaintiffs’ Reply Memorandum 

Regarding Novo’s Claim of Absolute Protection for LEADER Clinical Trial Data and 

Novo’s Request for Clawback: 

4. Attached hereto as Exhibit 1 is a true and correct copy of excerpts from FDA 

Guidance for Industry E9 Statistical Principles for Clinical Trials. 

5. Attached hereto as Exhibit 2 is a true and correct copy of Elashoff, M et al., 

Pancreatitis, Pancreatic, and Thyroid Cancer with Glucagon-Like Peptide-1-Based 

Therapies, Gastroenterology 2011; 141: 150-156.  

6. Attached hereto as Exhibit 3 is a true and correct copy of Gigoux, V and 

Fourmy, D, Acting on Hormone Receptors with Minimal Side Effect on Cell 

Proliferation: A Timely Challenge Illustrated with GLP-1R and GPER, Frontiers in 

Endocrinology 2013 Vol 4:50 pp. 1–16. 

7. Attached hereto as Exhibit 4 is a true and correct copy of Rouse, R et al., 

Extended Exenatide Administration Enhances Lipid Metabolism and Exacerbates 

Pancreatic Injury in Mice on a High Fat, High Carbohydrate Diet. Plos One. 2014 Oct. 

7; 9(1): e109477, p. 11.  

8. Attached hereto as Exhibit 5 is a true and correct copy of excerpts from the 

August 26, 2015 presentation of Dr. David Graham (filed under seal).  

9. Attached hereto as Exhibit 6 is a true and correct copy of exemplar case 

reports from the LEADER study (filed under seal).  
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10. Attached hereto as Exhibit 7 is a true and correct copy of excerpts from the 

LEADER study protocol (filed under seal).  

11. Attached hereto as Exhibit 8 is a true and correct copy of FDA Guidance for 

Safety Reporting Requirements for INDs and BA/BE Studies. 

12. Attached hereto as Exhibit 9 is a true and correct copy of excerpts from the 

expert report of Defendant Novo’s expert Dr. Sarah Thayer (filed under seal).  

I declare under penalty of perjury that the foregoing is true and correct. 

DATED:  August 31, 2015     

 

s/ Michael K. Johnson   

Michael K. Johnson 

Executive Committee Member 

 

 

  


