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Item 7.01              Regulation FD Disclosure.
 

Idera Pharmaceuticals, Inc. (the “Company”) is furnishing this Current Report on Form 8-K to (1) clarify durable responses under the RECIST v1.1
criteria, and (2) correct the number of patients with Eastern Cooperative Oncology Group (ECOG) performance status 2.  These prior disclosures were set
forth in the Company’s press release, dated August 8, 2019 (the “August 2019 Release”), which was (i) attached as Exhibit 99.1 to the Company’s Current
Report on Form 8-K furnished to the Securities and Exchange Commission (the “SEC”) on such date, or (ii) provided by the Company during its earnings
call, also held on such date (the “Earnings Call”).
 

In the August 2019 Release and Earnings Call, the Company indicated with respect to its ILLUMINATE 204 — Phase 1/2 trial of tilsotolimod in
combination with ipilimumab or pembrolizumab in patients with PD-1 refractory metastatic melanoma that:
 

·                  Completed enrollment with 52 patients at tilsotolimod 8 mg with ipilimumab in February 2019;
 

·                  Data as of August 5, 2019 on endpoints:
 

·                  27% ORR (n=13) of the 49 patients evaluable for efficacy, consisting of nine (9) confirmed responses per RECIST v1.1, and four
(4) unconfirmed Partial Responses; 74% (36) achieving disease control (best response of CR, PR or Stable Disease (SD));

 
·                  Durable responses (>6 mos.) observed in 8 of 13 responders;

 
·                  Median OS has not yet been reached (min/max: 1.6 mos. – 35 mos.);

 
·                  The safety profile observed in this analysis was consistent with previously reported results, with no emergence of new safety signals;

 
·                  43% (n=21) of patients enrolled into trial presented at baseline with Eastern Cooperative Oncology Group (ECOG) performance status 2; and

 
·                  Final results from the ILLUMINATE 204 trial are expected to be submitted for an abstract at a medical conference during the first half of 2020.

 
On the date of the August 2019 Release, the Company believed this information was accurate.  As for the measurement of durable responses,

because RECIST v1.1 requires confirmation of PR or CR, we are clarifying this information.  Durable responses (>6 mos.) were observed in five (5) of the
nine (9) confirmed responses per RECIST v1.1.  In addition, subsequent to the August 2019 Release, the Company learned of a discrete error in the
programming used to generate the ECOG report.  Of the 21 patients described as being ECOG performance status 2, 20 of such patients were in fact ECOG
performance status 1.
 

The information in this Item 7.01 shall not be deemed to be “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended,
or otherwise subject to the liabilities of that section, and shall not be deemed to be incorporated by reference into any of the Company’s filings under the
Securities Act of 1933, as amended, whether made before or after the date hereof and regardless of any general incorporation language in such filings, except
to the extent expressly set forth by specific reference in such a filing. This Item 7.01 will not be deemed an admission as to the materiality of any information
herein.
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SIGNATURES

 
Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the

undersigned hereunto duly authorized.
 
 

IDERA PHARMACEUTICALS, INC.
  
  
 

By: /s/ Bryant D. Lim
  

Bryant D. Lim
  

Senior V.P., General Counsel
 
 
Dated: August 29, 2019
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