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EXCLUSIVITY SUMMARY  

 
NDA # 202799     SUPPL #          HFD #       

Trade Name   OMONTYS 
 
Generic Name   Peginestide 
     
Applicant Name   Affymax       
 
Approval Date, If Known   March 27, 2012       
 
PART I IS AN EXCLUSIVITY DETERMINATION NEEDED? 
 
1.  An exclusivity determination will be made for all original applications, and all efficacy 
supplements.  Complete PARTS II and III of this Exclusivity Summary only if you answer "yes" to 
one or more of the following questions about the submission. 
 

a)  Is it a 505(b)(1), 505(b)(2) or efficacy supplement? 
                                           YES  NO  
 
If yes, what type? Specify 505(b)(1), 505(b)(2), SE1, SE2, SE3,SE4, SE5, SE6, SE7, SE8 
 
 505(b)(1) 

 
c)  Did it require the review of clinical data other than to support a safety claim or change in 
labeling related to safety?  (If it required review only of bioavailability or bioequivalence 
data, answer "no.") 

    YES  NO  
 

If your answer is "no" because you believe the study is a bioavailability study and, therefore, 
not eligible for exclusivity, EXPLAIN why it is a bioavailability study, including your 
reasons for disagreeing with any arguments made by the applicant that the study was not 
simply a bioavailability study.     

 
N/A 

 
If it is a supplement requiring the review of clinical data but it is not an effectiveness 
supplement, describe the change or claim that is supported by the clinical data:              

           
N/A 

 
 
 
d)  Did the applicant request exclusivity? 
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   YES  NO  
 
If the answer to (d) is "yes," how many years of exclusivity did the applicant request? 
 

5 years from the date of approval under 21 CFR 314.108(b)(2) 
 

e) Has pediatric exclusivity been granted for this Active Moiety? 
   YES  NO  

 
      If the answer to the above question in YES, is this approval a result of the studies submitted in 
response to the Pediatric Written Request? 
    
      N/A 
 
IF YOU HAVE ANSWERED "NO" TO ALL OF THE ABOVE QUESTIONS, GO DIRECTLY TO 
THE SIGNATURE BLOCKS AT THE END OF THIS DOCUMENT.   
 
 
2.  Is this drug product or indication a DESI upgrade? 

     YES  NO  
 
IF THE ANSWER TO QUESTION 2 IS "YES," GO DIRECTLY TO THE SIGNATURE BLOCKS 
ON PAGE 8 (even if a study was required for the upgrade).   
 
 
PART II FIVE-YEAR EXCLUSIVITY FOR NEW CHEMICAL ENTITIES 
(Answer either #1 or #2 as appropriate) 
 
1.  Single active ingredient product. 
 
Has FDA previously approved under section 505 of the Act any drug product containing the same 
active moiety as the drug under consideration?  Answer "yes" if the active moiety (including other 
esterified forms, salts, complexes, chelates or clathrates) has been previously approved, but this 
particular form of the active moiety, e.g., this particular ester or salt (including salts with hydrogen 
or coordination bonding) or other non-covalent derivative (such as a complex, chelate, or clathrate) 
has not been approved.  Answer "no" if the compound requires metabolic conversion (other than 
deesterification of an esterified form of the drug) to produce an already approved active moiety. 

 
                           YES  NO   
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s). 

 
      
NDA#             
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NDA#             

NDA#             

    
2.  Combination product.   
 
If the product contains more than one active moiety(as defined in Part II, #1), has FDA previously 
approved an application under section 505 containing any one of the active moieties in the drug 
product?  If, for example, the combination contains one never-before-approved active moiety and 
one previously approved active moiety, answer "yes."  (An active moiety that is marketed under an 
OTC monograph, but that was never approved under an NDA, is considered not previously 
approved.)   

   YES  NO  
 
If "yes," identify the approved drug product(s) containing the active moiety, and, if known, the NDA 
#(s).   
 
NDA#             

NDA#             

NDA#             

 
 
IF THE ANSWER TO QUESTION 1 OR 2 UNDER PART II IS "NO," GO DIRECTLY TO THE 
SIGNATURE BLOCKS ON PAGE 8.  (Caution: The questions in part II of the summary should 
only be answered “NO” for original approvals of new molecular entities.)  
IF “YES,” GO TO PART III. 
 
 
PART III THREE-YEAR EXCLUSIVITY FOR NDAs AND SUPPLEMENTS 
 
To qualify for three years of exclusivity, an application or supplement must contain "reports of new 
clinical investigations (other than bioavailability studies) essential to the approval of the application 
and conducted or sponsored by the applicant."  This section should be completed only if the answer 
to PART II, Question 1 or 2 was "yes."   
 
 
1.  Does the application contain reports of clinical investigations?  (The Agency interprets "clinical 
investigations" to mean investigations conducted on humans other than bioavailability studies.)  If 
the application contains clinical investigations only by virtue of a right of reference to clinical 
investigations in another application, answer "yes," then skip to question 3(a).  If the answer to 3(a) 
is "yes" for any investigation referred to in another application, do not complete remainder of 
summary for that investigation.  

   YES  NO  
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IF "NO," GO DIRECTLY TO THE SIGNATURE BLOCKS ON PAGE 8.  
 
2.  A clinical investigation is "essential to the approval" if the Agency could not have approved the 
application or supplement without relying on that investigation.  Thus, the investigation is not 
essential to the approval if 1) no clinical investigation is necessary to support the supplement or 
application in light of previously approved applications (i.e., information other than clinical trials, 
such as bioavailability data, would be sufficient to provide a basis for approval as an ANDA or 
505(b)(2) application because of what is already known about a previously approved product), or 2) 
there are published reports of studies (other than those conducted or sponsored by the applicant) or 
other publicly available data that independently would have been sufficient to support approval of 
the application, without reference to the clinical investigation submitted in the application. 
 

(a) In light of previously approved applications, is a clinical investigation (either conducted 
by the applicant or available from some other source, including the published literature) 
necessary to support approval of the application or supplement? 

   YES  NO  
 

If "no," state the basis for your conclusion that a clinical trial is not necessary for approval 
AND GO DIRECTLY TO SIGNATURE BLOCK ON PAGE 8: 

 
      

                                                  
(b) Did the applicant submit a list of published studies relevant to the safety and 
effectiveness of this drug product and a statement that the publicly available data would not 
independently support approval of the application? 

   YES  NO  
 
(1) If the answer to 2(b) is "yes," do you personally know of any reason to disagree 
with the applicant's conclusion?  If not applicable, answer NO. 

  
     YES  NO  

 
     If yes, explain:                                      
 

                                                              
 

(2) If the answer to 2(b) is "no," are you aware of published studies not conducted or 
sponsored by the applicant or other publicly available data that  could independently 
demonstrate the safety and effectiveness of this drug product?  

   
   YES  NO  

 
     If yes, explain:                                          
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(c) If the answers to (b)(1) and (b)(2) were both "no," identify the clinical 

investigations submitted in the application that are essential to the approval: 
 

      
 
                     

Studies comparing two products with the same ingredient(s) are considered to be bioavailability 
studies for the purpose of this section.   
 
 
3.  In addition to being essential, investigations must be "new" to support exclusivity.  The agency 
interprets "new clinical investigation" to mean an investigation that 1) has not been relied on by the 
agency to demonstrate the effectiveness of a previously approved drug for any indication and 2) does 
not duplicate the results of another investigation that was relied on by the agency to demonstrate the 
effectiveness of a previously approved drug product, i.e., does not redemonstrate something the 
agency considers to have been demonstrated in an already approved application.   
 

a) For each investigation identified as "essential to the approval," has the investigation been 
relied on by the agency to demonstrate the effectiveness of a previously approved drug 
product?  (If the investigation was relied on only to support the safety of a previously 
approved drug, answer "no.") 

 
Investigation #1         YES  NO  

 
Investigation #2         YES  NO  

 
If you have answered "yes" for one or more investigations, identify each such investigation 
and the NDA in which each was relied upon: 

 
      

 
b) For each investigation identified as "essential to the approval", does the investigation 
duplicate the results of another investigation that was relied on by the agency to support the 
effectiveness of a previously approved drug product? 

 
Investigation #1      YES  NO  

   
Investigation #2      YES  NO  

 
 
 
 

If you have answered "yes" for one or more investigation, identify the NDA in which a 
similar investigation was relied on: 
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c) If the answers to 3(a) and 3(b) are no, identify each "new" investigation in the application 
or supplement that is essential to the approval (i.e., the investigations listed in #2(c), less any 
that are not "new"): 

 
       

 
 
4.  To be eligible for exclusivity, a new investigation that is essential to approval must also have 
been conducted or sponsored by the applicant.  An investigation was "conducted or sponsored by" 
the applicant if, before or during the conduct of the investigation, 1) the applicant was the sponsor of 
the IND named in the form FDA 1571 filed with the Agency, or 2) the applicant (or its predecessor 
in interest) provided substantial support for the study.  Ordinarily, substantial support will mean 
providing 50 percent or more of the cost of the study. 
 

a) For each investigation identified in response to question 3(c): if the investigation was 
carried out under an IND, was the applicant identified on the FDA 1571 as the sponsor? 

 
Investigation #1   ! 
     ! 

 IND #        YES   !  NO       
      !  Explain:   
                                 

              
 

Investigation #2   ! 
! 

 IND #        YES    !  NO     
      !  Explain:  
                                      
         
                                                             

(b) For each investigation not carried out under an IND or for which the applicant was not 
identified as the sponsor, did the applicant certify that it or the applicant's predecessor in 
interest provided substantial support for the study? 

 
 
 
 
 
Investigation #1   ! 

! 
YES       !  NO     
Explain:    !  Explain:  
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 Investigation #2   ! 

! 
YES        !  NO     
Explain:    !  Explain:  

              
         
 

(c) Notwithstanding an answer of "yes" to (a) or (b), are there other reasons to believe that 
the applicant should not be credited with having "conducted or sponsored" the study?  
(Purchased studies may not be used as the basis for exclusivity.  However, if all rights to the 
drug are purchased (not just studies on the drug), the applicant may be considered to have 
sponsored or conducted the studies sponsored or conducted by its predecessor in interest.) 

 
  YES  NO  

 
If yes, explain:   
 

      
 
 
================================================================= 
                                                       
Name of person completing form:  Ebla Ali Ibrahim                     
Title:  Lead Regulatory Project Manager, Acting 
Date:  March 5, 2012 
 
                                                       
Name of Office/Division Director signing form:  Ann Farrell 
Title:  Division Director 
 
 
 
Form OGD-011347;  Revised 05/10/2004; formatted 2/15/05 
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Ali Ibrahim, Ebla

From: Suggs, Courtney
Sent: Tuesday, March 06, 2012 3:10 PM
To: Ali Ibrahim, Ebla
Cc: Greeley, George
Subject: FW: Peginesatide (NDA 202-799)

Attachments: 1_Pediatric_Record.pdf

Hi Ebla,

Here is the confirmation of review I sent to Trinh after the PeRC meeting.  

Thanks,
Courtney

Courtney M. Suggs, Pharm.D., MPH
LCDR, USPHS
Regulatory Project Manager
Pediatric and Maternal Health Staff
Office of New Drugs, Immediate Office
Center for Drug Evaluation and Research
US Food and Drug Administration
10903 New Hampshire Ave.
Bldg 22, Room 6471
Silver Spring, MD 20993
Phone: (301) 796-2096
Email: courtney.suggs@fda.hhs.gov

_____________________________________________
From: Suggs, Courtney 
Sent: Thursday, February 09, 2012 11:07 AM
To: Scott, Trinh
Cc: Mathis, Lisa; Addy, Rosemary; Greeley, George; Lee, Catherine S.; Farrell, Ann T
Subject: 

Hi Trinh,

The email serves as confirmation of the review for the Peginesatide, NDA 202-799, conducted by the 
PeRC PREA Subcommittee on February 8, 2012.  

The Division presented a partial waiver for patients ages birth to less than one year of age because 
studies are impossible or highly impracticable and a deferral for patients 1 year to less than 18 
years of age because adult studies are completed and ready for approval for the treatment anemia 
associated with chronic renal failure in adult patient on dialysis.               

The PeRC agreed with the Division to grant a partial waiver and deferral for this product.

The PeRC also offers the following recommendations:
 The PeRC also recommends the Division review the timelines for submission of the deferred studies 

to see if they can be shortened.  

The pediatric record is attached for Peginesatide.
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Ali Ibrahim, Ebla 

From: Ali Ibrahim, Ebla

Sent: Tuesday, March 13, 2012 3:26 PM

To: 'Ingolia, Diane'

Cc: Conroy, Christine

Subject: RE: NDA 202799 - Revised IFU Pre-Filled Syringe

Attachments: NDA 202799 Revised IFU Pre-filled syringe.doc

Page 1 of 4

3/13/2012

Hello, 
  
Please find attached the Revised IFU for the Pre-filled syringe. Thank you. 
  
  
  

Ebla Ali Ibrahim, MS  
Lead Regulatory Health Project Manager, Acting  
Division of Hematology Products  
Office of Hematology and Oncology Products  
Center for Drug Evaluation and Research  
Food and Drug Administration  
10903 New Hampshire Avenue, Rm 2159  
Silver Spring, MD 20903  

Tel: 301-796-3691  
Fax: 301-796-9849  

  
 

From: Ingolia, Diane [mailto:Diane_Ingolia@Affymax.com]  
Sent: Tuesday, March 13, 2012 12:37 PM 
To: Ali Ibrahim, Ebla 
Cc: Conroy, Christine 
Subject: RE: NDA 202799 - Revised IFU 
Importance: High 
 
Hi Ebla, 
  
Did FDA have any comments on the Instructions for Use (IFU) for the pre-filled syringes? Should comments made 
on the IFU for the vials be applied to the IFU for the pre-filled syringes? 
  
Kind regards, 
  
Diane 
  
Diane Ingolia, Ph.D. 
Executive Director, Regulatory Affairs 
Affymax, Inc. 
4001 Miranda Avenue 
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• [505(b)(2) applications]  For each paragraph IV certification, based on the 

questions below, determine whether a 30-month stay of approval is in effect due 
to patent infringement litigation.   

 
Answer the following questions for each paragraph IV certification: 

 
(1) Have 45 days passed since the patent owner’s receipt of the applicant’s 

notice of certification? 
 

(Note:  The date that the patent owner received the applicant’s notice of 
certification can be determined by checking the application.  The applicant 
is required to amend its 505(b)(2) application to include documentation of 
this date (e.g., copy of return receipt or letter from recipient 
acknowledging its receipt of the notice) (see 21 CFR 314.52(e))). 

 
 If “Yes,” skip to question (4) below.  If “No,” continue with question (2). 

 
(2) Has the patent owner (or NDA holder, if it is an exclusive patent licensee) 

submitted a written waiver of its right to file a legal action for patent 
infringement after receiving the applicant’s notice of certification, as 
provided for by 21 CFR 314.107(f)(3)? 

 
If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip the rest of the patent questions.   
 
If “No,” continue with question (3). 
 

(3) Has the patent owner, its representative, or the exclusive patent licensee 
filed a lawsuit for patent infringement against the applicant?  

 
(Note:  This can be determined by confirming whether the Division has 
received a written notice from the (b)(2) applicant (or the patent owner or 
its representative) stating that a legal action was filed within 45 days of 
receipt of its notice of certification.  The applicant is required to notify the 
Division in writing whenever an action has been filed within this 45-day 
period (see 21 CFR 314.107(f)(2))). 

  
If “No,” the patent owner (or NDA holder, if it is an exclusive patent licensee) 
has until the expiration of the 45-day period described in question (1) to waive 
its right to bring a patent infringement action or to bring such an action.  After 
the 45-day period expires, continue with question (4) below.    

 
(4) Did the patent owner (or NDA holder, if it is an exclusive patent licensee) 

submit a written waiver of its right to file a legal action for patent 
infringement within the 45-day period described in question (1), as 
provided for by 21 CFR 314.107(f)(3)? 

 
If “Yes,” there is no stay of approval based on this certification. Analyze the next 
paragraph IV certification in the application, if any.  If there are no other 
paragraph IV certifications, skip to the next section below (Summary Reviews).   
 
If “No,” continue with question (5). 

 
 
 

 
 
 
 
 
 
 

  Yes          No         
 
 
 
 
 
 
 
 
 
 

  Yes          No 
 
 
 
 
 
 
 
 
 
 

  Yes          No 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  Yes          No 
 
 
 
 
 
 
 
 
 
 
 
 

Reference ID: 3108102













NDA/BLA # 
Page 10 
 

Version:  1/27/12 
  

Appendix to Action Package Checklist 
 
An NDA or NDA supplemental application is likely to be a 505(b)(2) application if: 

(1) It relies on published literature to meet any of the approval requirements, and the applicant does not have a written 
right of reference to the underlying data.   If published literature is cited in the NDA but is not necessary for 
approval, the inclusion of such literature will not, in itself, make the application a 505(b)(2) application. 

(2) Or it relies for approval on the Agency's previous findings of safety and efficacy for a listed drug product and the 
applicant does not own or have right to reference the data supporting that approval. 

(3) Or it relies on what is "generally known" or "scientifically accepted" about a class of products to support the 
safety or effectiveness of the particular drug for which the applicant is seeking approval.  (Note, however, that this 
does not mean any reference to general information or knowledge (e.g., about disease etiology, support for 
particular endpoints, methods of analysis) causes the application to be a 505(b)(2) application.) 

  
Types of products for which 505(b)(2) applications are likely to be submitted include: fixed-dose combination drug 
products (e.g., heart drug and diuretic (hydrochlorothiazide) combinations); OTC monograph deviations(see 21 CFR 
330.11); new dosage forms; new indications; and, new salts.  
 
An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the original NDA was a (b)(1) or a (b)(2). 
   
An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the information needed to support the 
approval of the change proposed in the supplement.  For example, if the supplemental application is for a new indication, 
the supplement is a 505(b)(1) if: 

(1) The applicant has conducted its own studies to support the new indication (or otherwise owns or has right of 
reference to the data/studies). 

(2) And no additional information beyond what is included in the supplement or was embodied in the finding of 
safety and effectiveness for the original application or previously approved supplements is needed to support the 
change.  For example, this would likely be the case with respect to safety considerations if the dose(s) was/were 
the same as (or lower than) the original application. 

(3) And all other “criteria” are met (e.g., the applicant owns or has right of reference to the data relied upon for 
approval of the supplement, the application does not rely for approval on published literature based on data to 
which the applicant does not have a right of reference). 

 
An efficacy supplement is a 505(b)(2) supplement if: 

(1) Approval of the change proposed in the supplemental application would require data beyond that needed to 
support our previous finding of safety and efficacy in the approval of the original application (or earlier 
supplement), and the applicant has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own.   For example, if the change were for a new indication AND a higher 
dose, we would likely require clinical efficacy data and preclinical safety data to approve the higher dose.  If the 
applicant provided the effectiveness data, but had to rely on a different listed drug, or a new aspect of a previously 
cited listed drug, to support the safety of the new dose, the supplement would be a 505(b)(2).  

(2) Or the applicant relies for approval of the supplement on published literature that is based on data that the 
applicant does not own or have a right to reference.  If published literature is cited in the supplement but is not 
necessary for approval, the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement. 

(3) Or the applicant is relying upon any data they do not own or to which they do not have right of reference.  
 
If you have questions about whether an application is a 505(b)(1) or 505(b)(2) application, consult with your ODE’s 
ADRA. 
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Palo Alto, CA 94304 
Phone: 650-812-8746 
  
The preceding e-mail message (including any attachments) contains information that may be confidential, be protected by 
applicable legal privileges, or constitute non-public information. It is intended to be conveyed only to the designated 
recipient(s).  If you are not an intended recipient of this message, please notify the sender by replying to this message and 
then delete it from your system.  Use, dissemination, distribution, or reproduction of this message by unintended recipients is 
not authorized and may be unlawful. 
  

From: Ali Ibrahim, Ebla [mailto:Ebla.Ali-Ibrahim@fda.hhs.gov]  
Sent: Friday, March 09, 2012 12:06 PM 
To: Ali Ibrahim, Ebla; Ingolia, Diane 
Cc: Conroy, Christine 
Subject: RE: NDA 202799 - Revised IFU 
  
Hello, 
  
Please find attached FDA's revised IFU document. Thank you. 
  
  
Ebla Ali Ibrahim, MS 
Lead Regulatory Health Project Manager, Acting 
Division of Hematology Products 
Office of Hematology and Oncology Products 
Center for Drug Evaluation and Research 
Food and Drug Administration  
10903 New Hampshire Avenue, Rm 2159 
Silver Spring, MD 20903 
  
Tel: 301-796-3691 
Fax: 301-796-9849 
  
  
_____________________________________________  
Ebla   
09, 2012 1:00 PM 
 
ne 
02799 - Revised PI, Revised Med guide, REMS document, Revised DHCP Letter 
h 

Hello, 
  
Please find attached the following documents: 
  
1.      minor changes to the PI  
2.      FDA's revision to the Med guide 
3.      REMS document (not in track change because everything in your version has been 
changed) 
4.       and FDA's revision to the DHCP letter 
  

The REMS document submitted was not in the correct format.  The FDA has written a REMS 
document for Omontys in the correct format that incorporates the FDA's comments below.  The 
REMS Supporting Document should be amended to incorporate the changes in the REMS 
document.  The REMS and REMS Supporting Document should be submitted to the FDA 
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within 7 days.  

LS 

Revise  the goals for the Omontys REMS as follows: 

  
         To inform healthcare professionals that OMONTYS Injection is indicated only for 

use in the treatment of patients with anemia of chronic renal failure on dialysis. 

  
         To inform healthcare professionals of the serious risk associated with the use of 

OMONTYS Injection including potentially fatal cardiovascular and/or 
thromboembolic adverse events, and the increased risk of these events in non-
dialysis patients.  

ICATION GUIDE 

Although we agree that there should be a Medication Guide for Omontys, the Medication 
Guide should not be included as an element of the Omontys REMS. 

MUNICATION PLAN 

The DHCP letter should be sent twice, 12 months apart, with the first dissemination within 60 
days of product approval or at the time of product launch, whichever is sooner, and again after 
12 months via electronic mail (email) to the nephrology prescribing community.  Standard mail 
and facsimile should be employed to reach HCPs not reachable by email.  

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise 
the dissemination strategy to identify and reach new prescribers regardless of use or specialty 
for 18 months after product launch.  These details should be included in the REMS and the 
REMS Supporting Document. 

The DHCP should be sent to relevant professional organizations for distribution to their 
members. 

We ask that you compile the list of recipients for the letter as indicated in the draft REMS. 

The letter should be available for 2 years following approval of the Omontys REMS on a 
dedicated REMS website. 

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise 
the dissemination strategy to identify and reach new prescribers regardless of use or specialty 
for 18 months after product launch.  These details should be included in the REMS and the 
REMS Supporting Document. 

TABLE FOR SUBMISSION OF ASSESSMENTS 

REMS assessment reports must be submitted to the FDA at 18 months,  3 years and in the 7th 
year from the date of the initial approval of the REMS. 

MS ASSESSMENT PLAN 

The following information should be included in the REMS assessment reports. 

1. The results of surveys of Omontys prescribers establishing the diagnoses, including 
dialysis status, of patients for whom the prescriber uses Omontys.  
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Ali Ibrahim, Ebla

From: Ali Ibrahim, Ebla
Sent: Tuesday, March 13, 2012 9:08 AM
To: 'Ingolia, Diane'
Cc: Conroy, Christine; Rogers, Zane
Subject: Web Instructions

Hello,

Here is the web page instructions from DRISK:

The REMS Communication materials will be maintained on a dedicated stand alone REMS website. 
Include a prominent link on the product website’s homepage for REMS materials. Any component of a 
REMS proposal must be reviewed and approved by the FDA, including any post-approval modifications. 
Because of this requirement, we recommend creating a single-click, prominent direct link off the main 
website that includes REMS-specific materials. This link will direct users to a separate webpage that 
describes the REMS program and lists only approved REMS materials. The REMS-related webpage(s) 
should not be a means to promote this drug or any other product. Only the separate webpage(s) and /or 
link will be considered a component of the Communication Plan.

- The landing page of the separate REMS link should contain brief background information on the REMS 
along with the REMS communication materials. 

- This page should include a prominent header to communicate the risks addressed through the REMS.

- We recommend the following language as background information on the REMS landing page: 

A Risk Evaluation and Mitigation Strategy (REMS) is a strategy to manage known or potential serious 
risks associated with a drug product and is required by the Food and Drug Administration to ensure that 
the benefits of the drug outweigh its risks. [sponsor name] has worked with the FDA to develop materials 
to communicate the risks of [list risks] to healthcare providers.

Thank you.

Ebla Ali Ibrahim, MS
Lead Regulatory Health Project Manager, Acting
Division of Hematology Products
Office of Hematology and Oncology Products
Center for Drug Evaluation and Research
Food and Drug Administration 
10903 New Hampshire Avenue, Rm 2159
Silver Spring, MD 20903

Tel: 301-796-3691
Fax: 301-796-9849
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 To inform healthcare professionals that OMONTYS Injection is indicated only for use in 
the treatment of patients with anemia of chronic renal failure on dialysis.

 To inform healthcare professionals of the serious risk associated with the use of 
OMONTYS Injection including potentially fatal cardiovascular and/or thromboembolic 
adverse events, and the increased risk of these events in non-dialysis patients. 

MEDICATION GUIDE

Although we agree that there should be a Medication Guide for Omontys, the Medication Guide 
should not be included as an element of the Omontys REMS.

COMMUNICATION PLAN

The DHCP letter should be sent twice, 12 months apart, with the first dissemination within 60 days of 
product approval or at the time of product launch, whichever is sooner, and again after 12 months via 
electronic mail (email) to the nephrology prescribing community.  Standard mail and facsimile should 
be employed to reach HCPs not reachable by email. 

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise the 
dissemination strategy to identify and reach new prescribers regardless of use or specialty for 18 
months after product launch.  These details should be included in the REMS and the REMS 
Supporting Document.

The DHCP should be sent to relevant professional organizations for distribution to their members.

We ask that you compile the list of recipients for the letter as indicated in the draft REMS.

The letter should be available for 2 years following approval of the Omontys REMS on a dedicated 
REMS website.

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise the 
dissemination strategy to identify and reach new prescribers regardless of use or specialty for 18 
months after product launch.  These details should be included in the REMS and the REMS 
Supporting Document.

TIMETABLE FOR SUBMISSION OF ASSESSMENTS

REMS assessment reports must be submitted to the FDA at 18 months,  3 years and in the 7th year 
from the date of the initial approval of the REMS.

REMS ASSESSMENT PLAN

The following information should be included in the REMS assessment reports.

1. The results of surveys of Omontys prescribers establishing the diagnoses, including dialysis 
status, of patients for whom the prescriber uses Omontys.

2. Use data establishing the site of prescribing and dispensing of Omontys; that is, how much 
(and percent) Omontys is used within dialysis centers, how much (and percent) Omontys is 
used outside of dialysis centers, how much (and percent) is administered to/by patients 
receiving dialysis, how much (and percent) is administered to/by patients who do not receive 
dialysis, and the diagnoses for use. 

The source of each data point should be described. 

3. Data establishing the number and specialty of HCPs reached via email, the number and 
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Ali Ibrahim, Ebla

From: Ali Ibrahim, Ebla
Sent: Friday, March 09, 2012 1:00 PM
To: 'Ingolia, Diane'
Cc: Conroy, Christine
Subject: NDA 202799 - Revised PI, Revised Med guide, REMS document, Revised DHCP Letter

Importance: High

Follow Up Flag: Follow up
Flag Status: Red

Attachments: NDA202799 draft PI 3-9-2012.doc; NDA 202799 Med guide 3-9-2012.doc; NDA 202799 
REMS Document 3-9-12.doc; NDA 202799 FDA Revision DHCP letter 3-9-2012.doc

Hello,

Please find attached the following documents:

1. minor changes to the PI 
2. FDA's revision to the Med guide
3. REMS document (not in track change because everything in your version has been changed)
4. and FDA's revision to the DHCP letter

The REMS document submitted was not in the correct format.  The FDA has written a REMS 
document for Omontys in the correct format that incorporates the FDA's comments below.  The 
REMS Supporting Document should be amended to incorporate the changes in the REMS document. 
The REMS and REMS Supporting Document should be submitted to the FDA within 7 days. 

GOALS

Revise  the goals for the Omontys REMS as follows:

 To inform healthcare professionals that OMONTYS Injection is indicated only for use in 
the treatment of patients with anemia of chronic renal failure on dialysis.

 To inform healthcare professionals of the serious risk associated with the use of 
OMONTYS Injection including potentially fatal cardiovascular and/or thromboembolic 
adverse events, and the increased risk of these events in non-dialysis patients. 

MEDICATION GUIDE

Although we agree that there should be a Medication Guide for Omontys, the Medication Guide 
should not be included as an element of the Omontys REMS.

COMMUNICATION PLAN

The DHCP letter should be sent twice, 12 months apart, with the first dissemination within 60 days of 
product approval or at the time of product launch, whichever is sooner, and again after 12 months via 
electronic mail (email) to the nephrology prescribing community.  Standard mail and facsimile should 
be employed to reach HCPs not reachable by email. 

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise the 
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dissemination strategy to identify and reach new prescribers regardless of use or specialty for 18 
months after product launch.  These details should be included in the REMS and the REMS 
Supporting Document.

The DHCP should be sent to relevant professional organizations for distribution to their members.

We ask that you compile the list of recipients for the letter as indicated in the draft REMS.

The letter should be available for 2 years following approval of the Omontys REMS on a dedicated 
REMS website.

Any new prescribers of Omontys should also be targeted in the communication plan.  Revise the 
dissemination strategy to identify and reach new prescribers regardless of use or specialty for 18 
months after product launch.  These details should be included in the REMS and the REMS 
Supporting Document.

TIMETABLE FOR SUBMISSION OF ASSESSMENTS

REMS assessment reports must be submitted to the FDA at 18 months,  3 years and in the 7th year 
from the date of the initial approval of the REMS.

REMS ASSESSMENT PLAN

The following information should be included in the REMS assessment reports.

1. The results of surveys of Omontys prescribers establishing the diagnoses, including dialysis 
status, of patients for whom the prescriber uses Omontys.

2. Use data establishing the site of prescribing and dispensing of Omontys; that is, how much 
(and percent) Omontys is used within dialysis centers, how much (and percent) Omontys is 
used outside of dialysis centers, how much (and percent) is administered to/by patients 
receiving dialysis, how much (and percent) is administered to/by patients who do not receive 
dialysis, and the diagnoses for use. 

The source of each data point should be described. 

3. Data establishing the number and specialty of HCPs reached via email, the number and 
specialty of HCPs who opened the email, the names of professional organizations contacted to 
distribute the DHCP letter to their members, the names of the organizations who accepted and 
redistributed the letter, and the names of the professional organizations who declined to accept 
or redistribute the DHCP letter.

GENERAL COMMENTS

Resubmission Requirements and Instructions:  Submit the revised proposed REMS for Omontys with 
attached materials and the REMS Supporting Document.  Provide a MS Word document with track 
changes and a clean MS Word version of all revised materials and documents.  Submit the REMS 
and the REMS Supporting Document as two separate MS Word documents. 

Format Request:  Submit your proposed REMS and other materials in MS Word format.  It makes 
review of these materials more efficient and it is easier for the web posting staff to make the 
document 508 compliant.  It is preferable that the entire REMS document and attached materials be 
in a single MS Word document.  If certain documents such as enrollment forms are only in PDF 
format, they may be submitted as such, but the preference is to include as many as possible be in a 
single MS Word document.
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Ali Ibrahim, Ebla 

From: Ali Ibrahim, Ebla

Sent: Monday, February 27, 2012 12:35 PM

To: 'Rogers, Zane'

Cc: Conroy, Christine; Ingolia, Diane

Subject: FDA's Recommendations and Comments (Observational Study Protocol)- NDA 202799 
OMONTYS (peginesatide)

Attachments: NDA 202799 FDA Recommendations and Comments-Observational Study Protocol.doc

Page 1 of 3

2/27/2012

Hello, 
  
Please find attached the FDA's recommendations and comments on the observational study protocol as 
discussed during the Friday, February 24, 2012 tecon. I will forward you the names of the FDA attendees shortly. 
  
Thank you. 

Ebla Ali Ibrahim, MS  
Lead Regulatory Health Project Manager, Acting  
Division of Hematology Products  
Office of Hematology and Oncology Products  
Center for Drug Evaluation and Research  
Food and Drug Administration  
10903 New Hampshire Avenue, Rm 2159  
Silver Spring, MD 20903  

Tel: 301-796-3691  
Fax: 301-796-9849  

  
 

From: Rogers, Zane [mailto:Zane_Rogers@Affymax.com]  
Sent: Friday, February 24, 2012 6:03 PM 
To: Ali Ibrahim, Ebla 
Cc: Conroy, Christine; Ingolia, Diane 
Subject: RE: Vial and Carton Labels Comments - NDA 202799 OMONTYS (peginesatide) 
 
Dear Ebla, 
  
We have received the proposed changes to the packaging artwork and labels. We will review the changes and 
get back to you.  
  
We were also expecting to receive additional FDA comments on the proposed observational study today. Can you 
let us know when we might receive these?  
  
Regards, 
  
Zane Rogers  
Director, Regulatory Affairs 
Affymax 
650-521-4429 
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Executive Director, Regulatory Affairs 
Affymax, Inc. 
4001 Miranda Avenue 
Palo Alto, CA 94304 
Phone: 650-812-8746 
  
The preceding e-mail message (including any attachments) contains information that may be confidential, be protected by 
applicable legal privileges, or constitute non-public information. It is intended to be conveyed only to the designated 
recipient(s).  If you are not an intended recipient of this message, please notify the sender by replying to this message and 
then delete it from your system.  Use, dissemination, distribution, or reproduction of this message by unintended recipients is 
not authorized and may be unlawful. 
  

From: Ali Ibrahim, Ebla [mailto:Ebla.Ali-Ibrahim@fda.hhs.gov]  
Sent: Wednesday, February 15, 2012 1:59 PM 
To: Ingolia, Diane 
Cc: Conroy, Christine 
Subject: FDA's Draft - PI - NDA 202799 OMONTYS (peginesatide) 
Importance: High 
  
Hello, 
  
Please find attached the PI with the agency's revision in track change.  Please accept the changes acceptable to 
you and leave your edits in track change. Please respond by next Wednesday, February 22, 2012 or sooner. 
Please note that there might be more revisions to sections under discussion. 
  
I will plan a tecon for PMR/PMC discussions soon. Thank you. 
  
Ebla Ali Ibrahim, MS 
Lead Regulatory Health Project Manager, Acting 
Division of Hematology Products 
Office of Hematology and Oncology Products 
Center for Drug Evaluation and Research 
Food and Drug Administration  
10903 New Hampshire Avenue, Rm 2159 
Silver Spring, MD 20903 
  
Tel: 301-796-3691 
Fax: 301-796-9849 
  
  

Page 2 of 2
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Ali Ibrahim, Ebla

From: Ali Ibrahim, Ebla
Sent: Wednesday, February 08, 2012 10:37 AM
To: 'Ingolia, Diane'
Subject: Information Request - NDA 202799

Importance: High

Good Morning,

Please respond as soon as possible to the question below:

Regarding your reply of Jan 23 to the FDA tecon held on 1/19,
Please see the first bullet on your page 3 of your reply of Jan 23, where you state that …" 74% of these incident patients 
were naïve to ESA treatment."

Please confirm this to be a true statement.  Other evidence that we have indicates that the majority of patients with CKD 
going onto dialysis are not ESA naïve."

Thank you.

Ebla Ali Ibrahim, MS
Lead Regulatory Health Project Manager, Acting
Division of Hematology Products
Office of Hematology and Oncology Products
Center for Drug Evaluation and Research
Food and Drug Administration 
10903 New Hampshire Avenue, Rm 2159
Silver Spring, MD 20903

Tel: 301-796-3691
Fax: 301-796-9849
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*CONFIDENTIAL 

 

FDA 
 

DIVISION HEMATOLOGY DRUG PRODUCTS (DHP) 
 

TELECONFERENCE (TCON) MEETING MINUTES 
 
NDA: 202799 
 
DRUG NAME: Omontys® (Peginesatide) 
 
SPONSOR:  Affymax, Inc. 
 
TCON DATE: Thursday, January 19, 2012; 11:39AM –12:17PM (EST) 
 
TCON DIAL-IN: (866) 630-5224 
 
SPONSOR PARTICIPANTS 
Anne-Marie Duliege, M.D., M.S., Chief Medical Officer, Affymax 
Krishna Polu, M.D., VP, Clinical Development, Affymax 
Martha Mayo, Pharm.D., Executive Director, Clinical Development, Affymax 
Sandra Tong, M.D., Senior Director, Clinical Development, Affymax 
Whedy Wang, Ph.D., Executive Director, Biostatistics, Affymax 
Christine Conroy, Pharm.D., VP, Regulatory Affairs, Affymax 
Diane Ingolia, Ph.D., Executive Director, Regulatory Affairs, Affymax 
Zane Rogers, Director, Regulatory Affairs, Affymax 
Rachel Melman, MBS, Program Manager, Regulatory Affairs, Affymax 
Binita Kwankin, Sr. Director, Regulatory Strategy, Takeda 
Ping Qiu, M.D., Senior Medical Director   

 
FDA PARTICIPANTS 
Robert Kane, M.D., Deputy Director Safety (Acting) 
Kathy Robie-Suh, M.D., Ph.D., Clinical Team Leader 
Andrew Dmytrijuk, M.D., Medical Officer 
Diane Leaman, B.S., Safety Regulatory Project Manager  
Trinh Scott, M.S., Regulatory Project Manager 
 
 
AGENDA:   To discuss and exchange possible post-marketing requirements (PMR) with 
the Applicant. 
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Scott, Trinh

From: Scott, Trinh
Sent: Thursday, November 17, 2011 1:39 PM
To: 'Ingolia, Diane'
Cc: Conroy, Christine
Subject: NDA 202799 - Information Request (SAS macro code)

Dear Diane,

Please provide the SAS code for the function/macro 'm_chart3d'.  This function/macro is called under your SAS code f-
hgbr-pe2.sas.  

Please submit this file by November 21, 2011.  Please let me know if you have any questions.

Thank you,
Trinh

________________________________________________________________________________________________
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not 
authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you have received this e-mail in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-
mail communication from your computer. Thank you.
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Scott, Trinh

From: Scott, Trinh
Sent: Wednesday, November 02, 2011 2:10 PM
To: 'Ingolia, Diane'
Cc: Conroy, Christine
Subject: NDA 202799 - Nonclinical Information Request

Dear Diane,

For NDA 202799, please respond to this nonclinical information request by Friday, November 4, 2011:

Please provide the mean human AUC at the highest recommended dose of the drug. This information is needed for 
animal-to-human exposure extrapolation.

Please let me know if you have any questions.

Sincerely,
Trinh

________________________________________________________________________________________________
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not 
authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you have received this e-mail in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-
mail communication from your computer. Thank you.
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Akinsanya, Lara 

From: Akinsanya, Lara

Sent: Tuesday, September 27, 2011 3:37 PM

To: 'Ingolia, Diane'

Cc: Akinsanya, Lara; Scott, Trinh

Subject: Information Request: Clinical Pharmacology/ NDA 202799 peginesatide

Page 1 of 1

9/27/2011

 Dear Dr. Ingolia, 
  
Please respond to the information request below by noon on Friday, September 30, 2011 : 
  

For Study AFX01_104 and AFX01_105, submit all the raw PK parameters in SAS file and 
resubmit Table 11 of both studies with Cmax, AUC(0-tlqc), AUC(0-inf) instead of dose 
normalized parameters. 

  
  
Thank You 
Lara 
  
 Lara Akinsanya, M.S. 
Regulatory Project Manager 
Division of Hematology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
(301) 796-9634 (phone) 
(301) 796-9849 (fax) 
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Scott, Trinh

From: Scott, Trinh
Sent: Wednesday, September 14, 2011 5:56 PM
To: 'Ingolia, Diane'
Cc: Conroy, Christine
Subject: NDA 202799 - Stats Information Request

Dear Diane,

Regarding NDA 202799, we have the following information request.  Please respond by Monday, September 19, 2011.

Please submit the time-to-event data sets and programs for the transfusion for study AFX01-12, AFX01-14, 
AFX01-11, AFX01-13 and AFX01-15 separately following the requests below:

1) Time-to-first event for the transfusion with indicator of different period: Titration period, Titration +Evaluation period 
and Evaluation Period only. Please also send your results for time to first transfusion using Cox PH model by different 
study period for review.

2) Time-to-multiple events for the transfusion using counting process for Titration + Evaluation period. The data sets 
should include the column of starting event time (tstart) and the column of event ending time (tstop) with the censor 
variable (Yes/No). Please also send your results using Andersen-Gill model of multiple transfusion for review.

All the data sets should include: demographics, baseline status and baseline disease characteristics, especially 
baseline Hgb value. Please also include mean of Hgb during Titration period, Titration +Evaluation period, and 
Evaluation period.

Please let me know if you have any questions or need additional time to respond.  

Thank you,
Trinh

________________________________________________________________________________________________
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not 
authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you have received this e-mail in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-
mail communication from your computer. Thank you.
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Page 2 
 
If you have any questions, call Sue Kang, Safety Regulatory Project Manager in the Office of 
Surveillance and Epidemiology (OSE), at (301) 796-4216.  For any other information regarding this  
application contact the Office of New Drugs (OND) Regulatory Project Manager, Trinh Scott at  
(301) 796-3311. 
 

Sincerely, 
 
{See appended electronic signature page}   

      
Carol Holquist, RPh  
Director  
Division of Medication Error Prevention and Analysis  
Office of Medication Error Prevention and Risk Management  
Office of Surveillance and Epidemiology 
Center for Drug Evaluation and Research 
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Scott, Trinh 

From: Scott, Trinh

Sent: Friday, August 19, 2011 6:26 PM

To: 'Ingolia, Diane'

Cc: Conroy, Christine

Subject: RE: Draft patient narrative (NDA 202799)

Page 1 of 2

8/19/2011

Dear Diane, 
  
The team believes that your example narrative is understandable and should be very helpful.  Therefore, we 
would not need a teleconference to discuss the example.  
  
I understand that you may not be able to submit the Excel spreadsheet electronically, but you should submit the 
complete patient narratives electronically to the NDA as a response to the Information Request. 
  
As a reminder, I will be away between August 22 and September 2.  I won't have access to phone or email, so if 
there is anything that cannot wait until my return on September 6, please contact these project managers who will 
be covering me for on these dates: 

August 22-23: Amy Baird (301-796-3338) 
August 24-26: Marcus Cato (301-796-3909) 
August 29-Sept 2: Diane Leaman (301-796-1424) 

Thank you, and I hope you have a great weekend. 
  
Sincerely, 
Trinh 

________________________________________________________________________________________________ 
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email.  
NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) 
named above. It may contain information that is protected, privileged, or confidential, and it should not be 
disseminated, distributed, or copied to persons not authorized to receive such information. If you are not the 
intended recipient, any dissemination, distribution or copying is strictly prohibited. If you have received this e-mail 
in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-mail communication 
from your computer. Thank you. 

  
 

From: Ingolia, Diane [mailto:Diane_Ingolia@Affymax.com]  
Sent: Friday, August 19, 2011 4:31 PM 
To: Scott, Trinh 
Cc: Conroy, Christine 
Subject: Draft patient narrative 
 
Dear Trinh, 

Reference ID: 3003865



  
Attached please find an example patient narrative provided as a pdf containing hyperlinks to related documents 
for this example patient. The hyperlinks are provided to illustrate the linking we propose for the patient narratives 
for Studies AFX01-12 and AFX01-14. We have also included an Excel spreadsheet which may be a helpful tool to 
allow reviewers to sort on potential CSE events. Please keep in mind that these documents are sample drafts and 
will be finalized and fully quality checked once we know that this will meet the needs of the reviewers. 
  
Explanatory text is provided on the page preceding the patient narrative and on the first tab on the Excel 
spreadsheet. We welcome the opportunity to discuss these samples with the review team. Please let us know if 
Drs. Dmytrijuk, Kane, and Robie Suh would like to have a teleconference to discuss our examples. Alternatively, if 
they do not believe a teleconference is necessary and that the attached spreadsheet is a useful tool and that the 
narrative example presented is acceptable, please let us know and we will proceed to complete the work related 
to this request.  
  
I hope you have a great vacation. Please keep in mind that I will be out of the office on Monday and Tuesday of 
next week (August 22 and 23), so any response to this message on these days should be send directly to 
Christine Conroy (christine_conroy@affymax.com; cell phone: 650-387-6706). 
  
Kind regards, 
  
Diane 
  
  
Diane Ingolia, Ph.D. 
Senior Director, Regulatory Affairs 
Affymax, Inc. 
4001 Miranda Avenue 
Palo Alto, CA 94304 
Phone: 650-812-8746 
  
The preceding e-mail message (including any attachments) contains information that may be confidential, be protected by 
applicable legal privileges, or constitute non-public information. It is intended to be conveyed only to the designated 
recipient(s).  If you are not an intended recipient of this message, please notify the sender by replying to this message and 
then delete it from your system.  Use, dissemination, distribution, or reproduction of this message by unintended recipients is 
not authorized and may be unlawful. 
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TL: 
 

Kathy Robie Suh Y 

Reviewer: 
 

Kareen Riviere Y Biopharmaceutics 
 

TL: 
 

Angelica Dorantes Y 

Reviewer:
 

Justin Earp Y Biopharmaceutics  

TL: 
 

Christine Garnett N 

Reviewer: 
 

            Clinical Microbiology (for antimicrobial 
products) 
  TL: 
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Reviewer: 
 

Young-Jin Moon Y Clinical Pharmacology 
 

TL: 
 

Julie Bullock Y 

Reviewer: 
 

Qing Xu Y Biostatistics  
 

TL: 
 

Mark Rothmann Y 

Reviewer: 
 

Kimberly Ringgold Y Nonclinical 
(Pharmacology/Toxicology) 

TL: 
 

Haleh Saber Y 

Reviewer: 
 

            Statistics (carcinogenicity) 
 

TL: 
 

            

Reviewer: 
 

            Immunogenicity (assay/assay 
validation) (for BLAs/BLA efficacy 
supplements) TL: 

 
            

Reviewer: 
 

Li Shan Hsieh Y Product Quality (CMC) 
 

TL: 
 

Sarah Pope N 

Reviewer: 
 

Steven Fong Y Quality Microbiology (for sterile 
products) 

TL: 
 

Jim McVey N 

Reviewer: 
 

            CMC Labeling Review  

TL: 
 

            

Reviewer: 
 

Anthony Orencia Y Facility Review/Inspection  

TL: 
 

Lauren Iacono-Connor Y 

Reviewer: 
 

Yelena Maslov Y OSE/DMEPA (proprietary name) 

TL: 
 

Zachary Oleszczuk N 

Reviewer: 
 

            OSE/DRISK (REMS) 

TL: 
 

Mary Dempsey N 

Reviewer: 
 

            OC/DCRMS (REMS) 

TL: 
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o the clinical study design was acceptable 
o the application did not raise significant safety 

or efficacy issues 
o the application did not raise significant public 

health questions on the role of the 
drug/biologic in the diagnosis, cure, 
mitigation, treatment or prevention of a 
disease 

 
• Abuse Liability/Potential 
 
 
 
Comments:       
 

  Not Applicable 
  FILE 
  REFUSE TO FILE 

 
  Review issues for 74-day letter 

 
• If the application is affected by the AIP, has the 

division made a recommendation regarding whether 
or not an exception to the AIP should be granted to 
permit review based on medical necessity or public 
health significance?  

 
Comments:       

 

  Not Applicable 
  YES 
  NO 

CLINICAL MICROBIOLOGY 
 
 
 
Comments:       

  Not Applicable 
  FILE 
  REFUSE TO FILE 

 
  Review issues for 74-day letter 

 
CLINICAL PHARMACOLOGY 
 
 
 
Comments:       

  Not Applicable 
  FILE 
  REFUSE TO FILE 

 
  Review issues for 74-day letter 

• Clinical pharmacology study site(s) inspections(s) 
needed? 

 

  YES 
  NO 

BIOSTATISTICS 
 
 
 
Comments:       
 

  Not Applicable 
  FILE 
  REFUSE TO FILE 

 
  Review issues for 74-day letter 

NONCLINICAL 
(PHARMACOLOGY/TOXICOLOGY) 
 
Comments: Information request to provide supporting 
data for animal-to-human exposure ratios for pregnancy 
and carcinogenicity, as listed in the labeling. 
 

  Not Applicable 
  FILE 
  REFUSE TO FILE 

 
  Review issues for 74-day letter 
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Appendix A (NDA and NDA Supplements only) 
 

NOTE: The term "original application" or "original NDA" as used in this appendix 
denotes the NDA submitted. It does not refer to the reference drug product or "reference 
listed drug." 
 
An original application is likely to be a 505(b)(2) application if: 
 

(1) it relies on published literature to meet any of the approval requirements, and the 
applicant does not have  a written right of reference to the underlying data.   If 
published literature is cited in the NDA but is not necessary for approval, the 
inclusion of such literature will not, in itself, make the application a 505(b)(2) 
application, 

(2) it relies for approval on the Agency's previous findings of safety and efficacy for 
a listed drug product and the applicant does not own or have right to reference the 
data supporting that approval, or  

(3) it relies on what is "generally known" or "scientifically accepted" about a class of 
products to support the safety or effectiveness of the particular drug for which the 
applicant is seeking approval.  (Note, however, that this does not mean any 
reference to general information or knowledge (e.g., about disease etiology, 
support for particular endpoints, methods of analysis) causes the application to be 
a 505(b)(2) application.) 

 
Types of products for which 505(b)(2) applications are likely to be submitted include: 
fixed-dose combination drug products (e.g., heart drug and diuretic (hydrochlorothiazide) 
combinations); OTC monograph deviations (see 21 CFR 330.11); new dosage forms; new 
indications; and, new salts.  
 
An efficacy supplement can be either a (b)(1) or a (b)(2) regardless of whether the 
original NDA was a (b)(1) or a (b)(2).   

An efficacy supplement is a 505(b)(1) supplement if the supplement contains all of the 
information needed to support the approval of the change proposed in the supplement.  
For example, if the supplemental application is for a new indication, the supplement is a 
505(b)(1) if: 

(1) The applicant has conducted its own studies to support the new indication (or 
otherwise owns or has right of reference to the data/studies), 

(2) No additional information beyond what is included in the supplement or was 
embodied in the finding of safety and effectiveness for the original application or 
previously approved supplements is needed to support the change.  For example, 
this would likely be the case with respect to safety considerations if the dose(s) 
was/were the same as (or lower than) the original application, and. 

(3) All other “criteria” are met (e.g., the applicant owns or has right of reference to 
the data relied upon for approval of the supplement, the application does not rely 
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for approval on published literature based on data to which the applicant does not 
have a right of reference). 

 

An efficacy supplement is a 505(b)(2) supplement if: 

(1) Approval of the change proposed in the supplemental application would require 
data beyond that needed to support our previous finding of safety and efficacy in 
the approval of the original application (or earlier supplement), and the applicant 
has not conducted all of its own studies for approval of the change, or obtained a 
right to reference studies it does not own. For example, if the change were for a 
new indication AND a higher dose, we would likely require clinical efficacy data 
and preclinical safety data to approve the higher dose. If the applicant provided 
the effectiveness data, but had to rely on a different listed drug, or a new aspect of 
a previously cited listed drug, to support the safety of the new dose, the 
supplement would be a 505(b)(2),  

(2) The applicant relies for approval of the supplement on published literature that is 
based on data that the applicant does not own or have a right to reference.  If 
published literature is cited in the supplement but is not necessary for approval, 
the inclusion of such literature will not, in itself, make the supplement a 505(b)(2) 
supplement, or 

(3) The applicant is relying upon any data they do not own or to which they do not 
have right of reference.  

 
If you have questions about whether an application is a 505(b)(1) or 505(b)(2) 
application, consult with your OND ADRA or OND IO. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 
NDA 202799 
 FILING COMMUNICATION 
 
Affymax, Inc. 
Attention:  Ann-Marie Duliege, M.D., M.S. 
Chief Medical Officer 
4001 Miranda Avenue 
Palo Alto, CA  94304 
 
 
Dear Dr. Duliege:  
 
Please refer to your New Drug Application (NDA) dated May 27, 2011, received May 27, 2011, 
submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act, for Peginesatide 
Injection. 
 
We also refer to your amendments dated June 8, July 13, 18, 27, and 28, 2011. 
 
We have completed our filing review and have determined that your application is sufficiently 
complete to permit a substantive review.  Therefore, in accordance with 21 CFR 314.101(a), this 
application is considered filed 60 days after the date we received your application.  The review 
classification for this application is Standard.  Therefore, the user fee goal date is March 27, 
2012. 
 
We are reviewing your application according to the processes described in the Guidance for 
Review Staff and Industry: Good Review Management Principles and Practices for PDUFA 
Products.  Therefore, we have established internal review timelines as described in the guidance, 
which includes the timeframes for FDA internal milestone meetings (e.g., filing, planning, 
midcycle, team and wrap-up meetings).  Please be aware that the timelines described in the 
guidance are flexible and subject to change based on workload and other potential review issues 
(e.g., submission of amendments).  We will inform you of any necessary information requests or 
status updates following the milestone meetings or at other times, as needed, during the process.  
If major deficiencies are not identified during the review, we plan to communicate proposed 
labeling and, if necessary, any postmarketing commitment requests by January 27, 2012. 
 
During our filing review of your application, we identified the following potential review issues: 
 
Clinical: 
 

1. Results of studies AFX01-11 and AFX01-13 in non-dialysis CRF patients suggest that 
safety of peginesatide relative to darbepoetin may be worse. Any implication these 
findings might have for the hemodialysis population will be a review issue. 
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We are providing the above comments to give you preliminary notice of potential review issues.  
Our filing review is only a preliminary evaluation of the application and is not indicative of 
deficiencies that may be identified during our review.  Issues may be added, deleted, expanded 
upon, or modified as we review the application.  If you respond to these issues during this review 
cycle, we may not consider your response before we take an action on your application. 
 
We also request that you submit the following information: 
 
Pharmacology/Toxicology: 
 

• Please provide animal-to-human exposure ratios for pregnancy (section 8.1) and 
carcinogenicity (section 13.1) studies included in the label.  Provide supporting data (i.e. 
the animal and human AUC values and the study numbers) for proposed ratios. 

 
Clinical: 
 

• Supply a narrative summary for each patient that had a composite safety endpoint event 
for studies AFX01-12, AFX01-14. 

 
LABELING  
 
During our preliminary review of your submitted labeling, we have identified the following 
labeling format issues: 
 

Highlights: 
 

• Highlights limitation statement should be bolded and be placed on the line immediately 
beneath the heading. 

• The drug name should be followed by dosage form and route of administration on one 
line. [See 21 CFR 201.57(a)(2)]. 

• Drug name, dosage form and route of administration statement under the Highlights 
limitation statement should be bolded. 

• In the Warnings and Precautions section, list the warnings and precautions in decreasing 
order of importance (i.e. reflecting the relative public health significance). 

 
Full Prescribing Information: Contents: 

 
• The Table of Contents subsection headings must be indented. 

 
We request that you resubmit labeling that addresses these issues by August 26, 2011.  The 
resubmitted labeling will be used for further labeling discussions. 
 
Please respond only to the above requests for information.  While we anticipate that any response 
submitted in a timely manner will be reviewed during this review cycle, such review decisions 
will be made on a case-by-case basis at the time of receipt of the submission. 
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REQUIRED PEDIATRIC ASSESSMENTS 
 
Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for new 
active ingredients, new indications, new dosage forms, new dosing regimens, or new routes of 
administration are required to contain an assessment of the safety and effectiveness of the 
product for the claimed indication(s) in pediatric patients unless this requirement is waived, 
deferred, or inapplicable. 
 
We acknowledge receipt of your request for a partial waiver of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial waiver 
request is denied. 
 
We also acknowledge receipt of your request for a partial deferral of pediatric studies for this 
application.  Once we have reviewed your request, we will notify you if the partial deferral 
request is denied. 
 
If you have any questions, contact Trinh Scott, Regulatory Project Manager, at (301) 796-3311 
or Trinh.Scott@fda.hhs.gov . 
 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Ann T. Farrell, M.D. 
Acting Director 
Division of Hematology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
Food and Drug Administration 
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Scott, Trinh 

From: Scott, Trinh

Sent: Tuesday, July 26, 2011 4:34 PM

To: 'Ingolia, Diane'

Cc: Conroy, Christine

Subject: RE: NDA 202,799 - Day 60 communication

Page 1 of 1

7/26/2011

Dear Diane, 
  
Yes, we are filing the NDA.  We do have a couple of comments that will be listed in the Day 74 letter (August 9).   
  
Best regards, 
Trinh 

_________________________________________________________________________________________________  
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA  
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD  20993  

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov  

 Please consider the environment before printing this email.  

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It 
may contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to 
persons not authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or 
copying is strictly prohibited. If you have received this e-mail in error, please e-mail the sender immediately at 
trinh.scott@fda.hhs.gov and delete this e-mail communication from your computer. Thank you. 

  
 

From: Ingolia, Diane [mailto:Diane_Ingolia@Affymax.com]  
Sent: Tuesday, July 26, 2011 2:39 PM 
To: Scott, Trinh 
Cc: Conroy, Christine 
Subject: NDA 202,799 - Day 60 communication 
 
Dear Trinh, 
  
I wanted to follow-up on a voicemail message I left for you earlier today. At the Applicant Orientation Meeting last week you 
indicated that you would let us know by email whether the NDA has been accepted for filing on Day 60 (26 July). We’d 
appreciate hearing from you today. 
  
Kind regards, 
  
Diane  
  
Diane Ingolia, Ph.D. 
Senior Director, Regulatory Affairs 
Affymax, Inc. 
4001 Miranda Avenue 
Palo Alto, CA 94304 
Phone: 650-812-8746 
  
The preceding e-mail message (including any attachments) contains information that may be confidential, be protected by applicable legal 
privileges, or constitute non-public information. It is intended to be conveyed only to the designated recipient(s).  If you are not an intended 
recipient of this message, please notify the sender by replying to this message and then delete it from your system.  Use, dissemination, 
distribution, or reproduction of this message by unintended recipients is not authorized and may be unlawful. 
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Scott, Trinh

From: Scott, Trinh
Sent: Monday, July 25, 2011 3:08 PM
To: 'Ingolia, Diane'
Cc: Conroy, Christine
Subject: NDA 202799 - IRT/QT information request 7/25/11

Dear Diane,

For NDA 202799 (Peginesatide), please provide information for the below request by July 29, 2011 (both email to me and 
a formal submission to the NDA):

• ECG analysis dataset. The ECG analysis dataset is the average of triplicate ecgs from EG.XPT and should 
include values for all parameters (QTCI, QTCB, QTCF, QT, PR, HR, QRS, RR), single delta for all parameters 
(change from baseline) and information of period, nominal day, nominal time point. Please be sure to have QTcI 
calculated and provide us QTcI coefficient bi for each subject. 

• A mapping file between USUBJID (in EG.XPT dataset) and ECG warehouse subject ID or update EG.XPT with 
ECGID information (the 7 digit found in ECG filename like 2714315, 2918948 )

The primary end point is QTcI but there is no QTcI in the datasets.  In your response, please reference the date of this 
information request. 

Thank you,
Trinh

________________________________________________________________________________________________
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not 
authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you have received this e-mail in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-
mail communication from your computer. Thank you.
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Scott, Trinh 

From: Scott, Trinh

Sent: Friday, July 22, 2011 2:03 PM

To: 'Ingolia, Diane'

Cc: Conroy, Christine

Subject: RE: NDA 202799 - information request 7/22/11

Page 1 of 2

7/22/2011

Hi Diane, 
  
Sorry I didn't clarify.  Please both email to me and send a copy to the NDA. 
  
Thank you, 
Trinh 

_________________________________________________________________________________________________  
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA  
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD  20993  

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov  

 Please consider the environment before printing this email.  

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named 
above. It may contain information that is protected, privileged, or confidential, and it should not be disseminated, 
distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any 
dissemination, distribution or copying is strictly prohibited. If you have received this e-mail in error, please e-mail the 
sender immediately at trinh.scott@fda.hhs.gov and delete this e-mail communication from your computer. Thank you. 

 

From: Ingolia, Diane [mailto:Diane_Ingolia@Affymax.com]  
Sent: Friday, July 22, 2011 2:01 PM 
To: Scott, Trinh 
Cc: Conroy, Christine 
Subject: RE: NDA 202799 - information request 7/22/11 
 
Dear Trinh, 
  
Thanks for your email. Can I clarify if you want the response only by email to you or both by email to you and a copy to 
the NDA? 
  
Have a good weekend, 
  
Diane 
  
Diane Ingolia, Ph.D. 
Senior Director, Regulatory Affairs 
Affymax, Inc. 
4001 Miranda Avenue 
Palo Alto, CA 94304 
Phone: 650-812-8746 
  
The preceding e-mail message (including any attachments) contains information that may be confidential, be protected by applicable 
legal privileges, or constitute non-public information. It is intended to be conveyed only to the designated recipient(s).  If you are not 
an intended recipient of this message, please notify the sender by replying to this message and then delete it from your system.  Use, 
dissemination, distribution, or reproduction of this message by unintended recipients is not authorized and may be unlawful.
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From: Scott, Trinh [mailto:Trinh.Scott@fda.hhs.gov]  
Sent: Friday, July 22, 2011 10:59 AM 
To: Ingolia, Diane 
Cc: Conroy, Christine 
Subject: NDA 202799 - information request 7/22/11 
Importance: High 
  
Dear Diane, 
  
For NDA 202799 (Peginesatide), please complete the attached Highlights of Clinical Pharmacology form and email back 
to me as soon as possible. 
  
Thank you, and have a nice weekend. 
  
Best regards, 
Trinh 
  
_________________________________________________________________________________________________ 
Trinh Scott, M.S.│ Regulatory Project Manager │ Division of Hematology Products, CDER, FDA 
10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD  20993 

301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 
  

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named 
above. It may contain information that is protected, privileged, or confidential, and it should not be disseminated, 
distributed, or copied to persons not authorized to receive such information. If you are not the intended recipient, any 
dissemination, distribution or copying is strictly prohibited. If you have received this e-mail in error, please e-mail the 
sender immediately at trinh.scott@fda.hhs.gov and delete this e-mail communication from your computer. Thank you. 
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Highlights of Clinical Pharmacology 

Therapeutic dose Include maximum proposed clinical dosing regimen. 

Maximum tolerated dose Include if studied or NOAEL dose 

Principal adverse events Include most common adverse events; dose limiting adverse events 

Single Dose Specify dose Maximum dose tested 

Multiple Dose Specify dosing interval and duration 

Single Dose Mean (%CV) Cmax and AUC Exposures Achieved at 
Maximum Tested Dose Multiple Dose Mean (%CV) Cmax and AUC 

Range of linear PK Specify dosing regimen 

Accumulation at steady 
state 

Mean (%CV); specify dosing regimen 

Metabolites Include listing of all metabolites and activity 

Absolute/Relative 
Bioavailability 

Mean (%CV) Absorption 

Tmax • Median (range) for parent 

• Median (range) for metabolites 

Vd/F or Vd Mean (%CV) Distribution 

% bound Mean (%CV) 

Route • Primary route; percent dose eliminated 

• Other routes 

Terminal t½   • Mean (%CV) for parent 

• Mean (%CV) for metabolites 

Elimination 

CL/F or CL Mean (%CV) 

Age Specify mean changes in Cmax and AUC 

Sex Specify mean changes in Cmax and AUC 

Race Specify mean changes in Cmax and AUC 

Intrinsic Factors 

Hepatic & Renal 
Impairment 

Specify mean changes in Cmax and AUC 

Drug interactions Include listing of studied DDI studies with mean 
changes in Cmax and AUC 

Extrinsic Factors 

Food Effects Specify mean changes in Cmax and AUC and 
meal type (i.e., high-fat, standard, low-fat) 

Expected High Clinical Describe worst case scenario and expected fold-change in Cmax and 
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Exposure Scenario AUC. The increase in exposure should be covered by the supra-
therapeutic dose. 
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10903 New Hampshire Avenue, WO22, Room 2173 │ Silver Spring, MD 20993 
301.796.3311 (phone) ● 301.796.9845 (fax) │  trinh.scott@fda.hhs.gov 

 Please consider the environment before printing this email. 

NOTE: This e-mail message, including any attachments, is intended for the exclusive use of the recipient(s) named above. It may 
contain information that is protected, privileged, or confidential, and it should not be disseminated, distributed, or copied to persons not 
authorized to receive such information. If you are not the intended recipient, any dissemination, distribution or copying is strictly 
prohibited. If you have received this e-mail in error, please e-mail the sender immediately at trinh.scott@fda.hhs.gov and delete this e-
mail communication from your computer. Thank you.

Reference ID: 2973699



---------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically and this page is the manifestation of the electronic
signature.
---------------------------------------------------------------------------------------------------------
/s/
----------------------------------------------------

TRINH N SCOTT
07/14/2011

Reference ID: 2973699



 
 
DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 

 
 
 
 

 

 Food and Drug Administration 
Silver Spring  MD  20993 

 
 

 

NDA 202799 APPLICANT ORIENTATION PRESENTATION 
 
 
Affymax, Inc. 
Attention: Ann-Marie Duliege, M.D., M.S. 
Chief Medical Officer 
4001 Miranda Avenue 
Palo Alto, CA 94304 
 
 
Dear Dr. Duliege:  
 
Please refer to your New Drug Application (NDA) submitted under section 505(b) of the Federal 
Food, Drug, and Cosmetic Act dated December 1, 2010 for AF37702 (Peginesatide) Injection. 
 
This is an application orientation meeting for you to present your development status of 
AF37702.  Please provide an electronic copy of the slides by July 14, 2011 and submit it as a 
formal submission to the NDA.  Also, please structure your presentation for approximately 45 
minutes, leaving 15 minutes for questions and answers.  Your presentation should summarize the 
data that you are relying on to support market approval. 
 
Based on the statement of purpose, objectives, and proposed agenda, we consider the meeting a 
type C meeting.  The meeting is scheduled as follows: 
 
 Date:   July 18, 2011 
 Time:   10:30 AM – 12:00 PM (Eastern Standard Time)  
 Location:    FDA/CDER 

       White Oak Building 22, Room 2205 
       10903 New Hampshire Avenue 

              Silver Spring, MD 20903 
 
 CDER participants:  Richard Pazdur, M.D., Office Director 
    Ann Farrell, M.D., Acting Director 
    Robert Kane, M.D., Acting Associate Director for Safety 
               Kathy Robie Suh, M.D., Ph.D., Clinical Team Leader 
    Andrew Dmytrijuk, M.D., Clinical Reviewer 

Haleh Saber, Ph.D., Pharmacology/Toxicology Team Leader 
Kimberly Ringgold, Ph.D., Pharmacology/Toxicology Reviewer 
Julie Bullock, Pharm.D., Clinical Pharmacology Team Leader 
Young Jin Moon, Ph.D., Clinical Pharmacology Reviewer 
Sarah Pope, Ph.D., Chemistry Team Leader 
Li-Shan Hsie, Ph.D., Chemistry Reviewer 
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James McVey, Ph.D., Microbiology Team Leader 
Stephen Fong, Ph.D., Microbiology Reviewer 
Angela Dorantes, Ph.D., Biopharmaceutics Team Leader 
Kareen Riviere, Ph.D., Biopharmaceutics Reviewer 
Mark Rothmann, Ph.D., Biostatistics Team Leader 
Qing Xu, Ph.D., Biostatistics Reviewer 
Tamy Kim, Pharm.D., Associate Director for Regulatory Affairs 
Janet Jamison, R.N., CCRP, Chief, Project Management Staff 
Diane Leaman, Safety Regulatory Project Manager 
Trinh Scott, MS, Regulatory Project Manager 

 
Please email me any updates to your attendees at Trinh.Scott@fda.hhs.gov, at least one week 
prior to the meeting.  For each foreign visitor, complete and email me the enclosed Foreign 
Visitor Data Request Form, at least two weeks prior to the meeting. A foreign visitor is defined 
as any non-U.S. citizen or dual citizen who does not have a valid U.S. Federal Government 
Agency issued Security Identification Access Badge.  If we do not receive the above requested 
information in a timely manner, attendees may be denied access.  
 
Please have all attendees bring valid photo identification and allow 15-30 minutes to complete 
security clearance.  Upon arrival at FDA, provide the guards with either of the following 
numbers to request an escort to the conference room:  Trinh Scott, 796-3311; Brent Adkins, 796-
1366. 
 
If you are submitting background information for the presentation, send three paper copies or 
one electronic copy to the application and 30 desk copies to me) at least three days prior to the 
meeting. 
 
Submit the 30 desk copies to the following address: 
 
If sending via USPS, please send to: 
 
 

Trinh Scott 
Food and Drug Administration 
Center for Drug Evaluation and Research 
White Oak Building 22, Room: 2173 
10903 New Hampshire Avenue 
Silver Spring, Maryland 20993 

If sending via any carrier other than USPS 
(e.g., UPS, DHL), please send to: 
 
Trinh Scott 
Food and Drug Administration 
Center for Drug Evaluation and Research 
White Oak Building 22, Room: 2173 
10903 New Hampshire Avenue 
Silver Spring, Maryland 20903 
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If you have any questions, please contact me at Trinh.Scott@fda.hhs.gov or (301) 796-3311. 
 
 
 

Sincerely, 
 

{See appended electronic signature page} 
 

Trinh Scott, M.S. 
Regulatory Project Manager 
Division of Hematology Products  
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
Food and Drug Administration 

 
 
 
ENCLOSURE: Foreign Visitor Data Request Form
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FOREIGN VISITOR DATA REQUEST FORM  
 

 
VISITORS FULL NAME  (First, Middle, Last)  

 
GENDER  
 
COUNTRY OF ORIGIN/CITZENSHIP  

 
DATE OF BIRTH (MM/DD/YYYY) 

 
 

 
PLACE OF BIRTH (city and country) 

 
 

 
PASSPORT NUMBER  
COUNTRY THAT ISSUED PASSPORT 
ISSUANCE DATE: 
EXPIRATION DATE: 

 
 
 
 
 

 
VISITOR ORGANIZATION/EMPLOYER    

  
 
MEETING START DATE AND TIME 

 
July 18, 2011; 10:30 AM (EST) 

 
MEETING ENDING DATE AND TIME July 18, 2011; 12:00 PM (EST) 

 
PURPOSE OF MEETING    

 
Applicant Orientation Presentation 

 
BUILDING(S) & ROOM NUMBER(S) TO BE VISITED 

 
White Oak Building 22, Conference Room: 2205 

 
WILL CRITICAL INFRASTRUCTURE AND/OR FDA 
LABORATORIES BE VISITED?  

 
No 

   
 

 
HOSTING OFFICIAL  (name, title, office/bldg, room 
number, and phone number) 

 
Trinh Scott 
Regulatory Project Manager 
CDER/OODP/DHP 
WO 22, Room 2173 
(301) 796-3311 
 

 
ESCORT INFORMATION (If different from Hosting 
Official) 
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Silver Spring  MD  20993 
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NDA ACKNOWLEDGMENT 
 
Affymax, Inc. 
Attention: Ann-Marie Duliege, M.D., M.S. 
Chief Medical Officer 
4001 Miranda Avenue 
Palo Alto, CA 94304 
 
 
Dear Dr. Duliege:  
 
We have received your New Drug Application (NDA) submitted under section 505(b) of the 
Federal Food, Drug, and Cosmetic Act (FDCA) for the following: 
 
Name of Drug Product: Peginesatide (AF37702) Injection 
 
Date of Application: May 23, 2011 
 
Date of Receipt: May 27, 2011 
 
Our Reference Number:  NDA 202799 
 
Unless we notify you within 60 days of the receipt date that the application is not sufficiently 
complete to permit a substantive review, we will file the application on July 26, 2011, in 
accordance with 21 CFR 314.101(a). 
 
If you have not already done so, promptly submit the content of labeling [21 CFR 
314.50(l)(1)(i)] in structured product labeling (SPL) format as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm.  Failure 
to submit the content of labeling in SPL format may result in a refusal-to-file action under 21 
CFR 314.101(d)(3).  The content of labeling must conform to the content and format 
requirements of revised 21 CFR 201.56-57. 
 
You are also responsible for complying with the applicable provisions of sections 402(i) and 
402(j) of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was 
amended by Title VIII of the Food and Drug Administration Amendments Act of 2007 
(FDAAA) (Public Law No, 110-85, 121 Stat. 904). 
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The NDA number provided above should be cited at the top of the first page of all submissions 
to this application.  Send all submissions, electronic or paper, including those sent by overnight 
mail or courier, to the following address: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Hematology Products 
5901-B Ammendale Road 
Beltsville, MD 20705-1266 
 

All regulatory documents submitted in paper should be three-hole punched on the left side of the 
page and bound.  The left margin should be at least three-fourths of an inch to assure text is not 
obscured in the fastened area.  Standard paper size (8-1/2 by 11 inches) should be used; however, 
it may occasionally be necessary to use individual pages larger than standard paper size.  
Non-standard, large pages should be folded and mounted to allow the page to be opened for 
review without disassembling the jacket and refolded without damage when the volume is 
shelved.  Shipping unbound documents may result in the loss of portions of the submission or an 
unnecessary delay in processing which could have an adverse impact on the review of the 
submission.  For additional information, please see 
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm. 
 
If you have any questions, please contact me at (301) 796-3311 or Trinh.Scott@fda.hhs.gov. 
 
 

Sincerely, 
 
{See appended electronic signature page} 
 
Trinh Scott, M.S. 
Regulatory Project Manager 
Division of Hematology Products 
Office of Oncology Drug Products 
Center for Drug Evaluation and Research 
Food and Drug Administration 
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