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Public Health Service 

DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration 
Center for Drug Evaluation 

and Research 
Office of Drug Evaluation I 
Division of Cardiovascular and Renal Products 

 
 

Date: March 12, 2020 
From: Rama Dwivedi, Ph.D. 

Pharmacologist  
 

Through: Xuan Chi, MD, PhD. 
 Pharm/Tox Team Leader (Acting) 
  
 Norman Stockbridge, M.D., Ph.D. 

Division Director, Cardiovascular and Renal Products (DCRP) 
 

To: Office of Pharmaceutical Quality (OPQ) 
 

Subject: Consult Request  
 Date:   12/20/2019 

Application:  NDA -204485/S-013 
Drug Product:  Vasostrict 
Applicant:     Par Sterile Products LLC 

 
Background Information                                                                                                               
The Vasostrict® (vasopressin injection, USP) manufactured by Par Sterile Products, LLC was approved 
on April 17, 2014 for the treatment of vasodilatory shock, including post-cardiotomy shock and 
septic shock in pursuant to Section 505(b)(2) of the Federal Food, Drug and Cosmetic Act. The Par Sterile 
Products submitted supplement (eCTD Sequence #: 0083/Supplement S-013) on December 20, 2019 for the  
approval of a 40 units/100 mL and a 60 units/100 mL single dose vial presentations (same indication, route 
of administration and dosage form as approved Vasostrict® presentations) for immediate use of the finished 
product without the need for further dilution prior to administration (premixed). The active pharmaceutical 
ingredient (API) has not been changed from the referenced drug product (NDA 204485). The Vasostrict® 

Pre-mix for injection is marketed in two presentations of either 0.4 units/mL or 0.6 units/mL in a 
100 mL stoppered glass vial. 

 
In addition, Sponsor also submitted extractables and leachable (E&L) studies conducted toward the 
assessment of the potential E & L materials from the Vasostrict® Pre-mix Drug Product 

used in the production of Vasostrict® Pre-mix for injection. This consult is being requested 
from OPQ to assess and evaluate that E & L in drug products (as impurities) from the
used in the production of Vasostrict® Pre-mix for injection. The data submitted from two E&L 
studies is reviewed below. 
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Conclusion 
The results of the E&L study performed for the processing components used in the Vasostrict® Pre-
mix for injection production, suggest the levels of the target compounds (  

 migrating 
from the are below the thresholds of toxicologic concern levels. The exposure to 

 is evel.  
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3.1.2 Shelf Life Estimation Using Regression Models 

The summary of the regression analysis results can be found in Table 1, it shows the regression model and 

whether the applicant’s proposed shelf-life is supported by the OOR study data for each stability-indicating 

attribute with different orientations and strengths. Moreover, the stability plots of regression analysis results 

can also be found in Error! Reference source not found. to 4 (Appendix), respectively. For different lots, 

the observed data are shown in circle (o), triangle (∆) and cross (×) shapes with different colors; the 

predicted mean values obtained by linear regression (regression lines) are shown in solid lines; the 

corresponding 95% confidence limit(s) of the mean values are shown in dashed lines; the acceptance criteria 

are shown in solid line with green color. For each regression line, the proposed shelf life is acceptable if 

the 95% confidence limit(s) of the mean value have not intercepted with the acceptance criteria at the end 

of the proposed shelf life. 

3.2 Summary of Regression Analysis Results  

The regression analysis results for each stability-indicating attribute that amenable for statistical analysis 

are summarized as follows: 

• pH: No significant trend over time and all values are within specification. Stability data and 

analysis results are illustrated in Table 1. 

• Assay: Significant change and decreasing trend can be seen in the OOR study data. For both 

strengths, the OOR study data with inverted orientation can be fitted by regression model with 

separated slops and separated intercepts, while the OOR study data with upright orientation need 

to be fitted by regression model with pooled slop but separated intercepts. The regression line(s) as 

well as its two-sided 95% confidence limit(s) are within the specification at the end of OOR study. 

Stability data and analysis results are illustrated in Table 1 and Figure 1.1, 2.1, 3.1, 4.1. 

•  Significant change and increasing trend can be seen in the OOR study data. For 

0.4U/mL strength with both orientations and 0.6U/mL strength with inverted orientation, the OOR 

study data can be fitted by regression model with pooled slop and pooled intercept. While, for 

0.6U/mL strength with upright orientation, the OOR study data need to be fitted by regression 

model with separated slops and separated intercepts. The regression line(s) as well as its one-sided 

95% confidence limit(s) are within the specification at the end of OOR study. Stability data and 

analysis results are illustrated in Table 1 and Figure 1.2, 2.2, 3.2, 4.2.  

•  Significant change and increasing trend can be seen in the OOR study data. For both 

strengths with both orientations, the OOR study data can be fitted by regression model with pooled 

slop and pooled intercept. The regression line(s) as well as its one-sided 95% confidence limit(s) 

are within the specification at the end of OOR study. Stability data and analysis results are 

illustrated in Table 1 and Figure 1.3, 2.3, 3.3, 4.3. 

• No significant trend over time and all values are within specification. Actually, the 

observed values are % all the time. Stability data and analysis results are illustrated in Table 1. 

•  Significant change and increasing trend can be seen in the OOR study data. For both 

strengths with both orientations, the OOR study data can be fitted by regression model with pooled 

slop and pooled intercept. The regression line(s) as well as its one-sided 95% confidence limit(s) 

are within the specification at the end of OOR study. Stability data and analysis results are 

illustrated in Table 1 and Figure 1.4, 2.4, 3.4, 4.4. 
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•   No significant trend over time and all values are within specification. Actually, the 

observed values are % all the time. Stability data and analysis results are illustrated in Table 1. 

• Total Impurities: Significant change and increasing trend can be seen in the OOR study data. For 

both strengths with both orientations, the OOR study data can be fitted by regression model with 

pooled slop and pooled intercept. The regression line(s) as well as its one-sided 95% confidence 

limit(s) are within the specification at the end of OOR study.  Stability data and analysis results are 

illustrated in Table 1 and Figure 1.5, 2.5, 3.5, 4.5. 

• Particulate Matter(≥ 10μm): No significant trend over time and all values are within 

specification. Stability data and analysis results are illustrated in Table 1. 

• Particulate Matter(≥ 25μm): No significant trend over time and all values are within 

specification. Stability data and analysis results are illustrated in Table 1. 

 

 

4. Conclusions and Recommendations 

Based on my independent analysis on the provided OOR study data (12 months data of the sample stored 

at 25°C after stored at 5°C for 12 months) for ten stability-indicating attributes that amenable for 

statistical analysis are pH, Assay,  Total 

Impurities, Particulate Matter(≥10μm), Particulate Matter(≥25μm) with two strengths 0.4U/mL and 

0.6U/mL, two orientations Inverted and Upright, our conclusions are summarized in Table 1 and below: 

• a 24-month refrigerated (2-8°C) shelf life with 12 months of time out of refrigeration at 

controlled room temperature (25°C) are supported by the statistical analysis on the OOR Study 

data  
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MEMORANDUM 
REVIEW OF REVISED LABEL AND LABELING

Division of Medication Error Prevention and Analysis (DMEPA) 
Office of Medication Error Prevention and Risk Management (OMEPRM)

Office of Surveillance and Epidemiology (OSE)
Center for Drug Evaluation and Research (CDER)

Date of This Memorandum: March 25, 2020

Requesting Office or Division: Office of Pharmaceutical Quality (OPQ)

Application Type and Number: NDA 204485/S-013

Product Name and Strength: Vasostrict (vasopressin) injection, 
40 units per 100 mL (0.4 units per mL), and 
60 units per 100 mL (0.6 units per mL)

Applicant/Sponsor Name: PAR Sterile Products LLC (PAR)

OSE RCM #: 2019-2653-1

DMEPA Safety Evaluator: Grace P. Jones, PharmD, BCPS

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD, BCPS

Reference ID: 4580719
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1 PURPOSE OF MEMORANDUM
The Applicant submitted revised container labels and Prescribing Information (PI) received on 
March 23, 2020 for Vasostrict.  Office of Pharmaceutical Quality (OPQ) requested that we 
review the revised container labels for Vasostrict (Appendix A) to determine if it is acceptable 
from a medication error perspective.  The revisions are in response to recommendations that 
we made during a previous label and labeling review.a 

2  CONCLUSION
The Applicant implemented all of our recommendations and we have no additional 
recommendations at this time.

a Jones G. Label and Labeling Review for Vasostrict (NDA 204485/S-013). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2020 MAR 16. RCM No.: 2019-2653.

Reference ID: 4580719



3

APPENDIX A. IMAGES OF LABEL AND LABELING RECEIVED ON MARCH 23, 2020

Container labels

40 units/100 mL

60 units/100 mL

Reference ID: 4580719
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LABEL AND LABELING REVIEW
Division of Medication Error Prevention and Analysis (DMEPA) 

Office of Medication Error Prevention and Risk Management (OMEPRM)
Office of Surveillance and Epidemiology (OSE)

Center for Drug Evaluation and Research (CDER)

*** This document contains proprietary information that cannot be released to the public***

Date of This Review: March 16, 2020

Requesting Office or Division: Office of Pharmaceutical Quality (OPQ)

Application Type and Number: NDA 204485/S-013

Product Name, Dosage Form, 
and Strength:

Vasostrict (vasopressin) injection, 
40 units per 100 mL (0.4 units per mL), and 
60 units per 100 mL (0.6 units per mL)

Product Type: Single Ingredient Product

Rx or OTC: Prescription (Rx)

Applicant/Sponsor Name: PAR Sterile Products LLC (PAR)

FDA Received Date: December 20, 2019

OSE RCM #: 2019-2653

DMEPA Safety Evaluator: Grace P. Jones, PharmD, BCPS

DMEPA Team Leader: Chi-Ming (Alice) Tu, PharmD, BCPS

Reference ID: 4575638
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1 REASON FOR REVIEW

PAR submitted NDA 204485/Supplement-013 on December 20, 2019 for Vasostrict 
(vasopressin) injection seeking approval for a 40 units/100 mL and 60 units/100 mL single dose 
vial presentations for the same indication, route of administration, and dosage form as the 
currently approved Vasostrict.  

The currently approved Vasostrict 20 units/mL vial and 200 units/10 mL (20 units per mL) vial 
presentations must be diluted prior to use for intravenous administration.  The proposed 40 
units/100 mL and 60 units/100 mL single dose vial presentations do not require dilution before 
administration.  

OPQ requested that we review the proposed container labels, carton labeling, and Prescribing 
Information (PI) for areas of vulnerability that may lead to medication errors. 

2 MATERIALS REVIEWED 

We considered the materials listed in Table 1 for this review.  The Appendices provide the 
methods and results for each material reviewed.  

Table 1.  Materials Considered for this Label and Labeling Review

Material Reviewed Appendix Section 
(for Methods and Results)

Product Information/Prescribing Information A

Previous DMEPA Reviews B

Human Factors Study C (N/A)

ISMP Newsletters* D (N/A)

FDA Adverse Event Reporting System (FAERS)* E (N/A)

Other F (N/A)

Labels and Labeling G

N/A=not applicable for this review
*We do not typically search FAERS or ISMP Newsletters for our label and labeling reviews 
unless we are aware of medication errors through our routine postmarket safety surveillance

3 OVERALL ASSESSMENT OF THE MATERIALS REVIEWED

We reviewed the proposed Vasostrict container labels, carton labeling, and Prescribing 
Information (PI).  

The currently approved Vasostrict 20 units/mL vial and 200 units/10 mL (20 units per mL) vial 
presentations must be diluted with 0.9% sodium chloride or 5% dextrose in water to either 0.1 
unit/mL or 1 unit/mL concentrations prior to intravenous administration.  The proposed 40 
units/100 mL and 60 units/100 mL single dose vial presentations are ready to infuse at 0.4 
units/mL and 0.6 units/mL concentrations, respectively.  We note this difference in 

Reference ID: 4575638
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concentrations of the drug at the time of administration, 0.4 units/mL and 0.6 units/mL for the 
proposed vial presentations and 0.1 units/mL or 1 unit/mL for the currently marketed 
Vasostrict (after dilution).  Thus, we sent PAR an information request (IR) to provide rationale 
for the differences in concentration for the proposed ready to use vial presentations from the 
currently marketed product.  

PAR stated in its response that “alternative concentrations of diluted Vasostrict may be 
prepared” and that the proposed ready to use presentations “have been identified through 
market intelligence as those commonly prepared for use in hospital setting.”  Because the 0.4 
units/mL and 0.6 units/mL concentrations are already being used in the usual clinical setting 
(they are only new concentrations in term of being manufactured by drug applicants), we do 
not anticipate the proposed  0.4 units/mL and 0.6 units/mL concentration products to introduce 
any new risk of concentration confusion medication errors.  Based on PAR’s response and our 
analysis, we find the proposed 0.4 units/mL and 0.6 units/mL concentrations reasonable for the 
proposed 40 units/100 mL and 60 units/100 mL single dose vial presentations.a    

We note that the proposed container labels and carton labeling are differentiated in color and 
graphic design from the currently approved Vasostrict 20 units/mL and 200 units/10 mL vials.  
Moreover, the proposed Vasostrict container labels and carton labeling contain a graphic green 
box and a red box around the product name for the 40 units/100 mL and 60 units/100 mL vials, 
respectively, that provides differentiation between the proposed presentations and the 
currently approved presentations.   

We identified areas in the proposed Vasostrict PI and container labels that may be improved for 
clarity to minimize potential medication errors.   

4 CONCLUSION & RECOMMENDATIONS

The proposed Vasostrict PI and container labels may be improved for clarity.  We provide 
specific recommendations in Section 4.1 and Section 4.2.

4.1 RECOMMENDATIONS FOR OFFICE OF PHARMACEUTICAL QUALITY (OPQ)

A. Prescribing Information

1. How Supplied/Storage and Handling Section

a. To ensure consistency in Section 16 How Supplied of the PI, revise the 
statement “A carton of 10 single dose vials vasopressin 100 mL 
at 40 units/100 mL (0.4 units/mL)” to read, “A carton of 10 single-dose 
vials.  Each vial contains vasopressin 100 mL at 40 units/100 mL (0.4 

a Response to Information Request for Vasostrict (NDA 204485/S-013).  Chestnut Ridge (NY): Par Sterile Products, 
LLC.  2020 FEB 21.  Available from: \\cdsesub1\evsprod\nda204485\0105\m1\us\complete-response.pdf  

Reference ID: 4575638
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units/mL)”.  Similarly, also add the word “Each vial” to the statement for 
the 60 units/100 mL presentation.

4.2 RECOMMENDATIONS FOR PAR STERILE PRODUCTS LLC

We recommend the following be implemented prior to approval of this NDA Supplement: 

A. Container Labels

1. We note that the inverted box containing the product name on the proposed 
container labels for Vasostrict 40 units/100 mL and 60 units/100 mL vials would 
appear upright when the “pull” handle is used for hanging the product during 
administration.  For consistency and to improve the visibility of the product 
name in this inverted box, we recommend using the same colored box format, 
(i.e., green box for the 40 units/100 mL vial and red box for the 60 units/100 mL 
vial) also for the inverted box, as space permits.    

Reference ID: 4575638
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APPENDICES:  METHODS & RESULTS FOR EACH MATERIALS REVIEWED 

APPENDIX A. PRODUCT INFORMATION/PRESCRIBING INFORMATION

Table 2 presents relevant product information for Vasostrict received on December 20, 2019 
from PAR Sterile Products LLC. 

Table 2. Relevant Product Information for Vasostrict

Initial Approval Date April 17, 2014

Active Ingredient vasopressin

Indication To increase blood pressure in adults with vasodilatory shock (e.g., 
post-cardiotomy or sepsis) who remain hypotensive despite fluids 
and catecholamines.

Route of Administration Intravenous 

Dosage Form injection

Strength Currently approved:
 20 units per mL 
 200 units per 10 mL (20 units per mL)

Proposed:
 40 units/100 mL (0.4 units/mL) 
 60 units/100 mL (0.6 units/mL) 

Dose and Frequency For post-cardiotomy shock, start with a dose of 0.03 units/minute.  

For septic shock, start with a dose of 0.01 units/minute.  If the 
target blood pressure response is not achieved, titrate up by 0.005 
units/minute at 10- to 15-minute intervals. 

The maximum dose for post-cardiotomy shock is 0.1 units/minute 
and for septic shock 0.07 units/minute. 

After target blood pressure has been maintained for 8 hours 
without the use of catecholamines, taper Vasostrict by 0.005 
units/minute every hour as tolerated to maintain target blood 
pressure.

How Supplied  carton of 25 single dose vials each containing vasopressin 1 
mL at 20 units/mL

 carton of 1 multiple dose vial containing vasopressin 10 mL 
at 200 units/10 mL (20 units/mL)

 carton of 10 single dose vials containing vasopressin 100 
mL at 40 units/100 mL (0.4 units/mL)

 carton of 10 single dose vials containing vasopressin 100 
mL at 60 units/100 mL (0.6 units/mL).

Reference ID: 4575638
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Storage Store between 2°C and 8°C (36°F and 46°F).  Do not freeze.

Vials may be held up to 12 months upon removal from 
refrigeration to room temperature storage conditions (20°C to 
25°C [68°F to 77°F], USP Controlled Room Temperature), anytime 
within the labeled shelf life. Once removed from refrigeration, 
unopened vial should be marked to indicate the revised 12 month 
expiration date. If the manufacturer’s original expiration date is 
shorter than the revised expiration date, then the shorter date 
must be used. Do not use Vasostrict® beyond the manufacturer’s 
expiration date stamped on the vial.

After initial entry into the 10 mL vial, the remaining contents must 
be refrigerated.  Discard the refrigerated 10 mL vial after 30 days 
after first puncture.

Container Closure Currently approved:
 Vial, 10 mL 
 Stopper,
 Cap, 

Proposed:
 Vial, 100 mL,
 Stopper,
  Stopper

Reference ID: 4575638
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APPENDIX B. PREVIOUS DMEPA REVIEWS

On January 29, 2020, we searched for previous DMEPA reviews relevant to this current review 
using the terms, Vasostrict and NDA 204485.  Our search identified 9 previous 
reviewsb,c,d,e,f,g,h,i,j, and we confirmed that our previous recommendations were implemented or 
considered.

b Thomas S. Label and Labeling Memo for Vasostrict (NDA 204485/S-004). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2016 DEC 15. OSE RCM No.: 2016-2236-1.
c Thomas S. Label and Labeling Memo for Vasostrict (NDA 204485/S-004). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2016 OCT 25. OSE RCM No.: 2016-2236.
d Thomas S. Label and Labeling Review for Vasostrict (NDA 204485/S-004). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2016 JUN 22. OSE RCM No.: 2016-1060.
e Gao T. Label and Labeling Review for Vasostrict (NDA 204485/S-002). Silver Spring (MD): FDA, CDER, OSE, DMEPA 
(US); 2015 MARCH 27. OSE RCM No.: 2015-563.
f Stewart J. Label and Labeling Review for Vasostrict (NDA 204485/S-001). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2014 JULY 28. OSE RCM No.: 2014-1283.
g Stewart J. Label and Labeling Review Memo for Vasostrict (NDA 204485). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2014 APRIL 8. OSE RCM No.: 2013-2864-2.
h Stewart J. Label and Labeling Review Memo for Vasostrict (NDA 204485). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2014 FEB 26. OSE RCM No.: 2013-2864-1.
i Stewart J. Label and Labeling Review for Vasostrict (NDA 204485). Silver Spring (MD): FDA, CDER, OSE, DMEPA 
(US); 2014 FEB 12. OSE RCM No.: 2013-2864.
j DeFronzo K. Label, Labeling and Packaging Review for (NDA 204485). Silver Spring (MD): FDA, CDER, OSE, 
DMEPA (US); 2013 JUNE 7. OSE RCM No.: 2012-2808.

Reference ID: 4575638
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 APPENDIX G. LABELS AND LABELING 

G.1 List of Labels and Labeling Reviewed

Using the principles of human factors and Failure Mode and Effects Analysis,k along with 
postmarket medication error data, we reviewed the following Vasostrict labels and labeling 
submitted by PAR Sterile Products LLC.

 Container labels received on December 20, 2019
 Carton labeling received on December 20, 2019
 Prescribing Information (Image not shown) received on December 20, 2019, available 

from:
o Tracked Changes: \\cdsesub1\evsprod\nda204485\0083\m1\us\vasostrict-

insert-tracked-changes.pdf 
o Clean: \\cdsesub1\evsprod\nda204485\0083\m1\us\vasostrict-insert-clean.doc 

k Institute for Healthcare Improvement (IHI).  Failure Modes and Effects Analysis.  Boston. IHI:2004. 

Reference ID: 4575638
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G.2 Label and Labeling Images

Container Labels

40 units/100 mL

60 units/100 mL

Reference ID: 4575638
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Carton Labeling

40 units/100 mL

60 units/100 mL

Reference ID: 4575638
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO:  Office of Biostatistics 
 

FROM:  Abolade (Bola) Adeolu, OPQ, Ext 6-4264 

 
DATE 

1/8/2020 

 
IND NO. 

                   
   

 
NDA NO.  
204485/S-013 

TYPE OF DOCUMENT 
CMC 

 
DATE OF DOCUMENT 
12/20/2020 

 
NAME OF DRUG 

Vasostrict 

 
PRIORITY CONSIDERATION 

      
CLASSIFICATION OF DRUG 

      

 
DESIRED COMPLETION DATE 

2/28/2020 
NAME OF FIRM:  Par Sterile Products LLC 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  CONTROL SUPPLEMENT 

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL    NONCLINICAL 

 

COMMENTS / SPECIAL INSTRUCTIONS:        
Applicant is seeking approval of a 40 units/100 mL and a 60 units/100 mL single dose vial presentations for the same indication, route of administration and dosage form as the 
current approved Vasostrict presentations. 
Please review the linear regression results for the stability data for the proposed shelf life under both refrigeration and controlled room temperature. 
 
CMC Reviewer is Krishna Raman, Ext 6-1739 
 
 
SIGNATURE OF REQUESTOR 

Abolade (Bola) Adeolu, Ext 6-4264 
METHOD OF DELIVERY (Check all that apply) 

  DARRTS                  EMAIL                  MAIL                  HAND 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

PRINTED NAME AND SIGNATURE OF DELIVERER 

 

06/18/2013 

Reference ID: 4543593



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

ABOLADE ADEOLU
01/08/2020 02:11:43 PM

Signature Page 1 of 1

Reference ID: 4543593
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADMINISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO:  OND/DCaRP 
 

FROM:  Abolade (Bola) Adeolu, OPQ Ext 6-4264 

 
DATE 

1/7/2020 

 
IND NO. 

                   
   

 
NDA NO.  
204485/S-013 

TYPE OF DOCUMENT 
CMC 

 
DATE OF DOCUMENT 
12/20/2019 

 
NAME OF DRUG 

 Vasostrict 

 
PRIORITY CONSIDERATION 

      
CLASSIFICATION OF DRUG 

      

 
DESIRED COMPLETION DATE: 

 3/15/2020 

NAME OF FIRM:  Par Sterile Products LLC 
 

REASON FOR REQUEST 
 

I. GENERAL 
 

  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE / ADDITION 
  MEETING PLANNED BY 

 
  PRE-NDA MEETING 
  END-OF-PHASE 2a MEETING 
  END-OF-PHASE 2 MEETING 
  RESUBMISSION 
  SAFETY / EFFICACY 
  CONTROL SUPPLEMENT 

  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
  PRIORITY P NDA REVIEW 
  END-OF-PHASE 2 MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS///// 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE 4 STUDIES 

  DEFICIENCY LETTER RESPONSE 
  PROTOCOL - BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG SAFETY 

 
  PHASE 4 SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE, e.g., POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
  CLINICAL    NONCLINICAL 

 
COMMENTS / SPECIAL INSTRUCTIONS:   
Please review the tox assessment in the extractables and leachables reports -01455 and -01456. 
 
 
 
 
SIGNATURE OF REQUESTOR 

Abolade (Bola) Adeolu, Ext 6-4264 
METHOD OF DELIVERY (Check all that apply) 

  DARRTS                  EMAIL                  MAIL                  HAND 

 
PRINTED NAME AND SIGNATURE OF RECEIVER 
 

PRINTED NAME AND SIGNATURE OF DELIVERER 

 

06/18/2013 

Reference ID: 4542794

(b) (4) (b) (4)



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

ABOLADE ADEOLU
01/07/2020 09:19:50 AM

Signature Page 1 of 1

Reference ID: 4542794



 
DEPARTMENT OF HEALTH AND HUMAN SERVICES 

PUBLIC HEALTH SERVICE 
FOOD AND DRUG ADM NISTRATION 

 
REQUEST FOR CONSULTATION 

 
TO (Division/Office):  
Mail: OSE 

 
FROM: Abolade (Bola) Adeolu, OPQ, Ext 6-4264 

 
DATE: 12/26/2019 
 

 
IND NO. 
 

 
NDA NO. 204485-
SUPPL-13 

 
TYPE OF DOCUMENT: CMC Labeling 

 
DATE OF DOCUMENT: 12/20/2019 

 
NAME OF DRUG 
Vasostrict® (vasopressin injection, 
USP) 40 units/100 mL and 60 
units/100 mL 

 
PRIORITY CONSIDERATION 

 
CLASSIFICATION OF DRUG 

 
DESIRED COMPLETION DATE: 2/28/2020 

NAME OF FIRM: Par Sterile Products, LLC 
 

REASON FOR REQUEST 
 

I. GENERAL 
 
  NEW PROTOCOL 
  PROGRESS REPORT 
  NEW CORRESPONDENCE 
  DRUG ADVERTISING 
  ADVERSE REACTION REPORT 
  MANUFACTURING CHANGE/ADDITION 
  MEETING PLANNED BY 

 
  PRE--NDA MEETING 
  END OF PHASE II MEETING 
  RESUBMISSION 
  SAFETY/EFFICACY 
  CONTROL SUPPLEMENT 

 
  RESPONSE TO DEFICIENCY LETTER 
  FINAL PRINTED LABELING 
  LABELING REVISION 
  ORIGINAL NEW CORRESPONDENCE 
  FORMULATIVE REVIEW 
  MEDICATION ERRORS 
  OTHER (SPECIFY BELOW):  

 
II. BIOMETRICS 

 
STATISTICAL EVALUATION BRANCH 

 
STATISTICAL APPLICATION BRANCH 

 
  TYPE A OR B NDA REVIEW 
  END OF PHASE II MEETING 
  CONTROLLED STUDIES 
  PROTOCOL REVIEW 
  OTHER (SPECIFY BELOW): 

 
  CHEMISTRY REVIEW 
  PHARMACOLOGY 
  BIOPHARMACEUTICS 
  OTHER (SPECIFY BELOW): 

 
III. BIOPHARMACEUTICS 

 
  DISSOLUTION 
  BIOAVAILABILTY STUDIES 
  PHASE IV STUDIES 

 
  DEFICIENCY LETTER RESPONSE 
  PROTOCOL-BIOPHARMACEUTICS 
  IN-VIVO WAIVER REQUEST 

 
IV. DRUG EXPERIENCE 

 
  PHASE IV SURVEILLANCE/EPIDEMIOLOGY PROTOCOL 
  DRUG USE e.g. POPULATION EXPOSURE, ASSOCIATED DIAGNOSES 
  CASE REPORTS OF SPECIFIC REACTIONS (List below) 
  COMPARATIVE RISK ASSESSMENT ON GENERIC DRUG GROUP 

 
  REVIEW OF MARKETING EXPERIENCE, DRUG USE AND SAFETY 
  SUMMARY OF ADVERSE EXPERIENCE 
  POISON RISK ANALYSIS 

 
V. SCIENTIFIC INVESTIGATIONS 

 
   CLINICAL 

 
   PRECLINICAL 

 
COMMENTS/SPECIAL INSTRUCTIONS: 
Prior Approval Supplement seeking approval of a 40 units/100 mL and a 60 units/100 mL single dose vial presentations for the same indication, route of 
administration and dosage form as the current approved Vasostrict presentations. 
 
Please review container labeling 
 
 
 
 
SIGNATURE OF REQUESTER: Abolade (Bola) Adeolu, ext 6-4264 
 

 
METHOD OF DELIVERY (Check all that apply) 

  MAIL    DARRTS          HAND 
 
SIGNATURE OF RECEIVER 
 

 
SIGNATURE OF DELIVERER 

06/18/2013 

Reference ID: 4539129



--------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed
electronically. Following this are manifestations of any and all
electronic signatures for this electronic record.
--------------------------------------------------------------------------------------------
/s/
------------------------------------------------------------

ABOLADE ADEOLU
12/26/2019 12:13:54 PM

Signature Page 1 of 1

Reference ID: 4539129




