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 Administrative Order No. 1 
EXHIBIT A  

 

 
 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

 
_____________________________________ 
 
IN RE: INVOKANA (CANAGLIFLOZIN) 
PRODUCTS LIABILITY LITIGATION 
 
 
_____________________________________ 

 
: 
: 
: 
: 
: 
: 
 

 
 
MDL NO. 2750 
 
JUDGE BRIAN R. MARTINOTTI 
JUDGE LOIS H. GOODMAN 
 

 
Document Relates to [INSERT CASE NAME AND NUMBER] 
 

 
INJURY PROFILE FORM:  DIABETIC KETOACIDOSIS 

 
Name:       ______  DOB:       

Plaintiff’s Firm:       SSN:    ____________ 

Date of 1st Invokana1 Use:  ______  Bates/Page #2:      

Date(s) of DKA event:     Bates/Page #:      

Did Plaintiff’s DKA event occur prior to December 4, 2015? 
☐ Yes. 
☐ No.    

 
Please confirm that Plaintiff was taking Invokana as prescribed or as provided with samples at the 
time of his/her DKA event: 

☐ Yes, Plaintiff was taking Invokana as prescribed or as provided through samples at the 
time of the DKA event. 
☐ No. 

 
Please identify the type of records Plaintiff has submitted contemporaneously herewith to support 
proof of Plaintiff’s Invokana use and proof of Plaintiff’s diabetic ketoacidosis event: 
 ☐ Pharmacy  |   ☐ Hospital   |   ☐ Prescriber   |   ☐ Endocrinology   |   ☐ PCP 
 
 
 

[Continued to Next Page] 
                                                 
1 “Invokana” is defined to include Invokana, Invokamet and Invokamet XR.   
2  In lieu of providing a Bates reference, Plaintiff may provide either: (a) a reference to the relevant PDF 
and PDF page number; or (b) annotated versions of the records produced with highlighting, annotation or 
bookmarks calling out the relevant information.  
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Records Produced Supporting Invokana Use 
☐ Pharmacy, insurance, prescriber records, or patient assistance program records showing patient 

was prescribed Invokana (Bates/Page #:  _);  
☐ Pharmacy, insurance, hospital records, or patient assistance program records showing use of 

Invokana at to the time of the DKA event or proof that Plaintiff had and was taking Invokana 
samples at the time of the DKA event (Bates/Page #:  _);  

Diabetes Type:  ☐ Type 1 Diabetes     ☐ Type 2 Diabetes    (Bates/Page #:  _) 
☐ Pharmacy records documenting an actual fill of an Invokana prescription in the 4-week period 

prior to Plaintiff’s DKA event (or 12-week period, for a 90-day prescription), or proof that 
Plaintiff was taking Invokana samples at the time of the DKA event  (Bates/Page #:  _) 

 
Records Produced Supporting DKA Event 
☐ Confirmed DKA diagnosis  (Bates/Page #:  _) 

☐ Identify the relevant serum pH values here:    __________________________ 
(Bates/Page #:  ) 

☐ Identify the relevant CO2/HCO3 values here:     _________________________ 
(Bates/Page #:  _) 

☐ Identify the relevant anion gap values here:    __________________________   
(Bates/Page #:  ______ ) 

☐ Identify the relevant serum ketones values (β-hydroxybutrate or acetone) here:   ________    
(Bates/Page #:   ) 

☐ Identify the relevant urine ketones values here:        
(Bates/Page #:   ) 

 

Severity of Injury 
Length of hospitalization:  ☐ 1-2 days  |  ☐ 3-4 days  |  ☐ 5-6 days  |  ☐ 7+ days  |  ☐ 20+ days 

☐ Encephalopathy (dates):            
(Bates/Page #:  _) 

☐ Respiratory failure w/ intubation (dates):         
(Bates/Page #:  _) 

☐ Dialysis (dates):            
(Bates/Page #:  _) 

☐ Acute kidney injury / renal failure (dates):         
(Bates/Page #:  _) 

☐ DKA-related death (death certificate must be produced). 

 
 
 
Medical Condition at Time of DKA Event 
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☐ Underlying infection or illness:    _____________________________________  
(Bates/Page #:  _) 

☐ Major trauma, surgery, or cardiovascular event in week prior to DKA event (type and dates):  
 _________________________________________________________________________  
(Bates/Page #:  _) 

☐ Chronic alcohol abuse:      (Bates/Page #:  _) 

☐ Chronic drug abuse:      (Bates/Page #:  _) 

☐ Strenuous physical activity or exercise preceding DKA: ________________________________  
(Bates/Page #:  _) 

 

 
ATTESTATION 

 
 The undersigned have reviewed and completed this Injury Profile Form in good faith.  

Date: 
   

   [INSERT PLAINTIFF NAME] 

Date: 

   

 

   [INSERT ATTORNEY NAME & FIRM 
INFORMATION] 
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Administrative Order No. 1 

EXHIBIT B  
  

 
 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

 
_____________________________________ 
 
IN RE: INVOKANA (CANAGLIFLOZIN) 
PRODUCTS LIABILITY LITIGATION 
 
 
_____________________________________ 

 
: 
: 
: 
: 
: 
: 
 

 
 
MDL NO. 2750 
 
JUDGE BRIAN R. MARTINOTTI 
JUDGE LOIS H. GOODMAN 
 

 
Document Relates to [INSERT NAME AND CASE NUMBER] 
 

 
INJURY PROFILE FORM:  ACUTE KIDNEY INJURY 

 
 
Name:       ______  DOB:        

Plaintiff’s Firm:       SSN:        

Date of 1st Invokana1 Use:     Bates/Page #2:      

Date(s) of AKI3 event:     Bates/Page #:      

 
Did Plaintiff’s AKI event occur prior to May 20, 2016? 

☐ Yes. 
☐ No.    

 
Please confirm that Plaintiff was taking Invokana as prescribed or as provided with samples at the time of 
his/her AKI event: 

☐ Yes, Plaintiff was taking Invokana as prescribed or as provided through samples at the time of 
the AKI event. 

☐ No. 
 

Please identify the type of records Plaintiff has submitted contemporaneously herewith to support proof of 
Plaintiff’s Invokana use and proof of Plaintiff’s AKI event: 
 
 ☐ Pharmacy  |   ☐ Hospital   |   ☐ Prescriber   |  ☐ Endocrinology   |   ☐ Nephrology   |   ☐ PCP 
        

                                                 
1 “Invokana” is defined to include Invokana, Invokamet and Invokamet XR.   
2  In lieu of providing a Bates reference, Plaintiff may provide either: (a) a reference to the relevant PDF 
and PDF page number; or (b) annotated versions of the records produced with highlighting, annotation or 
bookmarks calling out the relevant information.  
3 “AKI” is defined as acute kidney injury. 
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Records Produced Supporting Invokana Use and Injury 

☐ Pharmacy insurance, prescriber records, or patient assistance program records showing patient was 
prescribed and/or provided with samples of Invokana(Bates/Page #:  _); 

☐ Pharmacy, insurance, hospital records, or patient assistance program records show use of Invokana at 
the time of the AKI event or proof that Plaintiff had and was taking Invokana samples at the time the 
AKI event (Bates/Page #:  _); 

Diabetes Type:  ☐ Type 1 Diabetes   ☐ Type 2 Diabetes         (Bates/Page #:  _) 

☐ AKI diagnosis (date) and/or laboratory results that support a diagnosis of AKI:  
 _____________  _____________________________________  (Bates/Page #:  _); 

☐ Pharmacy records documenting an actual fill of an Invokana prescription in the 4-week period prior to 
Plaintiff’s AKI event (or 12-week period, for a 90-day prescription), or proof that Plaintiff was taking 
Invokana samples at the time of the AKI event  (Bates/Page #:  _). 

 
Medical Condition at Time of AKI Event 
☐ Prior diagnosis of chronic kidney disease:  ____________  (Bates/Page #:  _) 

☐ Prior history of impaired kidney function or kidney damage: _________________________ 
(Bates/Page #:  _) 

 
 

 
ATTESTATION 

 
 The undersigned have reviewed and completed this Injury Profile Form in good faith.  

Date: 
   

   [INSERT PLAINTIFF NAME] 

Date: 

   

 

   [INSERT ATTORNEY NAME & FIRM 
INFORMATION] 
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Administrative Order No. 1 
EXHIBIT C  

 

 
 

IN THE UNITED STATES DISTRICT COURT 
FOR THE DISTRICT OF NEW JERSEY 

 
_____________________________________ 
 
IN RE: INVOKANA (CANAGLIFLOZIN) 
PRODUCTS LIABILITY LITIGATION 
 
 
_____________________________________ 

 
: 
: 
: 
: 
: 
: 
 

 
 
MDL NO. 2750 
 
JUDGE BRIAN R. MARTINOTTI 
JUDGE LOIS H. GOODMAN 
 

 
Document Relates to [INSERT NAME AND CASE NUMBER] 
 

 
INJURY PROFILE FORM: AMPUTATION 

 
Name:         DOB & SSN:       

Date of 1st Invokana1 Use    Bates/Page #2:   ____________ 

Date(s) of Amputation(s):    Bates/Page #:   ____________ 

 
Did Plaintiff’s amputation occur prior to July 25, 2017? 

☐ Yes. 
☐ No.    

Please confirm that Plaintiff was taking Invokana as prescribed or as provided with samples at the time of 
his/her amputation: 

☐ Yes, Plaintiff was taking Invokana as prescribed or as provided through samples at the time of 
his/her amputation. 

☐ No. 
 
Please identify the type of amputation:  
☐   Toe(s) ☐   Entire Foot (or at ankle) 
☐   Trans-metatarsal or mid-foot/partial foot ☐   Below-the-knee 

☐   Above-the-knee 
 

 

[Continued to Next Page] 

 

                                                 
1 “Invokana” is defined to include Invokana, Invokamet and Invokamet XR.   
2  In lieu of providing a Bates reference, Plaintiff may provide either: (a) a reference to the relevant PDF 
and PDF page number; or (b) annotated versions of the records produced with highlighting, annotation or 
bookmarks calling out the relevant information.  
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Please identify the type of records Plaintiff has submitted contemporaneously herewith to support proof of 
Plaintiff’s Invokana use and proof of Plaintiff’s amputation event: 
 
 ☐ Pharmacy  |   ☐ Hospital   |   ☐ Prescriber 
    ☐ Endocrinology   |   ☐ Podiatrist  |   ☐ PCP ☐ Orthopedic Surgeon 

Records Produced Supporting Invokana Use and Injury 
☐ Pharmacy, prescriber, insurance, or patient assistance records showing patient was prescribed 
Invokana and/or provided with samples of Invokana (Bates/Page #: _);  
☐   Pharmacy, prescriber, hospital, insurance, or patient assistance program records show use of 
Invokana at the time of the amputation or at the time the healthcare provider made the decision to 
amputate (Bates/Page #:  _);  
☐   Plaintiff underwent an actual amputation procedure (Bates/Page #:  _); 
Diabetes Type:  ☐  Type 1 Diabetes ☐  Type 2 Diabetes  
☐ Pharmacy records documenting an actual fill of an Invokana prescription in the 4-week period prior 
to Plaintiff’s amputation (or 12-week period, for a 90-day prescription), or proof that Plaintiff was 
taking Invokana samples at the time of the amputation (Bates/Page #:  _). 

Additional Information 
 
Date Plaintiff was first diagnosed with diabetes: _________________ (Bates/Page #:  _)   

Age when Plaintiff first started taking Invokana: ________________ (Bates/Page #:  _) 

Age when Plaintiff underwent amputation: _____________________ (Bates/Page #:  _) 

Last blood pressure reading prior to Plaintiff first taking Invokana (including date): 
________________________________________________________(Bates/Page #:  _) 

Last blood pressure reading prior to amputation (including date): 
________________________________________________________ (Bates/Page #:  _) 

Last high-density lipoprotein (HDL) cholesterol level prior to Plaintiff first taking Invokana (including 
date): ____________________________________________________(Bates/Page #:  _) 

Last high-density lipoprotein (HDL) cholesterol level prior to amputation (including date): 
_________________________________________________________(Bates/Page #:  _) 

Was Plaintiff a smoker when Plaintiff first started taking Invokana? ____  (Bates/Page #:  _) 

Was Plaintiff a smoker at time of amputation? ______   (Bates/Page #:  _) 

Did Plaintiff suffer from microalbuminuria or macroalbuminuria prior to taking Invokana? 
________________________________________________________  (Bates/Page #:  _) 

Did Plaintiff suffer from microalbuminuria or macroalbuminuria prior to amputation? 
________________________________________________________  (Bates/Page #:  _) 

Case 3:16-md-02750-BRM-LHG   Document 270-3   Filed 08/16/18   Page 2 of 3 PageID: 1354



3 
 

Records Produced Supporting Additional Information Regarding Plaintiff 
☐ Patient required multiple amputations  (Bates/Page #:  _) 
☐ Patient required revision surgery (Bates/Page #:  _) 
☐ Hx of amputations and/or foot ulcers/infections prior to Invokana use  (Bates/Page #:  _) 
☐ Hx of peripheral vascular or peripheral arterial disease prior to Invokana use and/or prior to amputation 

(Bates/Page #:  _) 
☐ Hx of Charcot foot or other foot/toe deformity (i.e. hammertoe, Equinus, etc.)   

(Bates/Page #:  _) 
☐ Hx of heart attack or stroke predating Invokana use and/or amputation (Bates/Page #:  _) 
☐ Hx of coronary artery disease or coronary artery bypass grafting prior to Invokana use and/or 

amputation (Bates/Page #:  _) 
 

 
ATTESTATION 

 
 The undersigned have reviewed and completed this Injury Profile Form in good faith.  

Date: 
   

   [INSERT PLAINTIFF NAME] 

Date: 

   

 

   [INSERT ATTORNEY NAME & FIRM 
INFORMATION] 
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Administrative Order No. 1 
EXHIBIT D 

1 
 

ADMINISTRATIVE ORDER NO. 1:  SERVICE & SUBMISSION INSTRUCTIONS  
 

Note:  The following submission instructions do not apply to service of new or 
supplemental Plaintiff Fact Sheets, as required by Section III.B.3 of this Order.  As indicated in 
Section III.D, service of the Plaintiff Fact Sheet shall be made according to the procedures 
outlined in Case Management Order No. 18. 

These submission instructions apply to all documents and records required to be 
submitted pursuant to Section III.D of Administrative Order No. 1, except the Plaintiff Fact 
Sheet required by Section III.B.3.  Plaintiffs shall produce to Defendant any such records, 
documents or reports by uploading them to a secure file share site in the manner and format 
explained below. 

I. File Share Access 

Plaintiff’s counsel (or Plaintiff, if proceeding pro se) shall send a request to  
Invokana@btlaw.com with the following information:   The Plaintiff’s name, the injury/injuries 
claimed by the Plaintiff, the name of Plaintiff’s counsel, the names and email address of any/all team 
members who require access to the file transfer site.  To the extent a firm represents multiple Plaintiffs 
subject to the Order, Plaintiffs’ counsel may include the foregoing information for each Plaintiff in 
one email to Invokana@btlaw.com.  

Following receipt of the request, counsel for Janssen will send Plaintiff’s counsel an 
email invitation from  Invokana@btlaw.com containing a link to the site and a temporary 
password.  Once accessed, Plaintiff’s counsel will see a folder with the name of his/her firm and 
a subfolder for Plaintiff’s claimed injury type.1  It is important that records for each Plaintiff be 
foldered correctly to avoid delay in review and/or unnecessary deficiency notices.  

For each Plaintiff, Plaintiff’s counsel shall name the top folder with the name of the 
claimant in the format: Last Name, First Name, Case Number (i.e. Doe, Jane, 16-md-2750) and 
shall place all records, documents and reports within that folder.   

Note: In the event Plaintiff’s counsel already has requested and received File Share 
Access from Defendants, no additional request is required.     

II. Records Format 

A. Pharmacy & Medical Records  

All pharmacy and medical records shall be produced to Defendants as searchable PDFs 
with each facility or provider record produced as a separate PDF.  No individual PDF produced 
shall exceed 100 MB (100,000 KB).  In the event that PDFs larger than 100 MB are produced, 
Plaintiff’s counsel will be advised of the issue and will be required to resubmit a new version of 
the file that is under 100 MB.   

                                                           
1 Each firm will only have access to its own folder. 
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Administrative Order No. 1 
EXHIBIT D 

2 
 

PDFs shall be named using the following format: sequential numbering, Plaintiff’s Last 
Name, Plaintiff’s First Name, and the name of the facility or provider that produced the records.  
For example, the second PDF produced by Plaintiff Jane Doe from Memorial Hospital shall be 
named “2 Doe, Jane_Memorial Hospital.”  

Each PDF also must be Bates-numbered in the following format: a combination of an 
alpha prefix containing plaintiff’s initials and the initials of the facility or provider name along 
with a 4-digit number and be numerically sequential within a given PDF. For example, for 
claimant Jane Doe’s records from Memorial Hospital use JD_MH_0001. Please be sure to begin 
Bates numbering on the first page of the PDF (even if that page is the authorization form or slip 
sheet). 

B. Expert Reports & Affidavits 

Any expert report produced to Defendants shall be named using the following format:  
the words “Report of” followed by the name of the expert, Plaintiff’s Last Name, and Plaintiff’s 
First Name.  For example, a report from expert Frank Smith produced by Plaintiff Jane Doe 
should be named “Report of Frank Smith_Doe, Jane.” 

The affidavit required by Section III.B.5 of Administrative Order 1 shall be named 
“Affidavit of [Plaintiff Name].” 

III. Questions & Concerns 

Questions or concerns regarding these instructions and/or access to the FTP site should 
be directed to  Invokana@btlaw.com.  
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