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DEPARTMENT OF HEALTH & HUMAN SERVICES 

 
 
 

 
 

 
                             

             Food and Drug Administration 
             Rockville, MD  20857 

 

ANDA 76-744 
 
 
 
 
 
 
Par Pharmaceutical, Inc. 
Attention: Julie Szozda 
   Senior Associate, Regulatory Affairs 
One Ram Ridge Road 
Spring Valley, NY 10977 
 
 
Dear Madam: 
 
This is in reference to your abbreviated new drug application 
(ANDA) dated May 21, 2003, submitted pursuant to section 505(j) 
of the Federal Food, Drug, and Cosmetic Act (the Act), for 
Testosterone Gel, 1%, packaged in 2.5 gram and 5 gram Unit-Dose 
Packets.   
 
Reference is also made to the tentative approval letter issued 
by this office on October 24, 2004, and to your amendments dated 
September 15, September 26, and December 26, 2006; and 
January 5, and May 3, 2007.  We also acknowledge receipt of your 
correspondence dated December 13, 2006, regarding the licensing 
agreement between Par Pharmaceutical, Inc. and Unimed 
Pharmaceuticals, Inc. described below. 
 
We have completed the review of this ANDA and have concluded 
that adequate information has been presented to demonstrate that 
the drug is safe and effective for use as recommended in the 
submitted labeling.  Accordingly the ANDA is approved, effective 
the date of this letter.  The Division of Bioequivalence has 
determined your Testosterone Gel, 1%, to be bioequivalent and, 
therefore, therapeutically equivalent to the reference listed 
drug, AndroGel®, 1%, of Unimed Pharmaceuticals, Inc.  
 
The reference listed drug (RLD) upon which you have based your 
ANDA, AndroGel®, 1% of Unimed Pharmaceuticals, Inc. (Unimed), is 
subject to a period of patent protection.  As noted in the 
agency's publication titled Approved Drug Products with 
Therapeutic Equivalence Evaluations (the “Orange Book”), U.S. 
Patent No. 6,503,894 (the '894 patent), is scheduled to expire 
on August 30, 2020.  



 
Your ANDA contains a paragraph IV certification to the '894 
patent under section 505(j)(2)(A)(vii)(IV) of the Act stating 
that the patent is invalid, unenforceable, or will not be 
infringed by your manufacture, use, or sale of Testosterone Gel, 
1%, under this ANDA.  Section 505(j)(5)(B)(iii) of the act 
provides that approval of an ANDA shall be made effective 
immediately, unless an action was brought against Paddock 
Laboratories, Inc, the former owner of this ANDA, for 
infringement of the ‘894 patent.  This action must have been 
brought against Paddock prior to the expiration of 45 days from 
the date the notice Paddock provided under section 505 
(j)(2)(B)(i) was received by the NDA/patent holder(s).  Paddock 
notified the agency that it complied with the requirements of 
section 505(j)(2)(B) of the Act, and that litigation was 
initiated against Paddock for infringement of '894 patent in the 
United States District Court for the Northern District of 
Georgia Atlanta Division [Unimed Pharmaceuticals, Inc., v. 
Paddock Laboratories, Inc.), Civil Action No. 1:03-CV-2503]. 
 
You have informed the agency that on September 13, 2006, Par 
Pharmaceutical, Inc. reached a settlement in its lawsuit with 
the NDA and patent holder, Unimed Pharmaceuticals, Inc. 
(Unimed), and also entered into a licensing agreement with 
Unimed.  This settlement and licensing agreement, in addition to 
the relinquishment by Watson Laboratories Inc. of its 
entitlement to 180-day generic drug exclusivity for this drug 
product, provides a regulatory basis for approval of this ANDA.   
 
Under section 506A of the Act, certain changes in the conditions 
described in this ANDA require an approved supplemental 
application before the change may be made. 
   
Postmarketing reporting requirements for this ANDA application 
are set forth in 21 CFR 314.80-81 and 314.98.  The Office of 
Generic Drugs should be advised of any change in the marketing 
status of this drug. 
   
Promotional materials may be submitted to FDA for comment prior 
to publication or dissemination.  Please note that these 
submissions are voluntary.  If you desire comments on proposed 
launch promotional materials with respect to compliance with  
 
 
 
 



applicable regulatory requirements, we recommend you submit, in 
draft or mock-up form, two copies of both the promotional 
materials and package insert directly to: 
 

Food and Drug Administration 
Center for Drug Evaluation and Research 
Division of Drug Marketing, Advertising, and Communications 
5901-B Ammendale Road 
Beltsville, MD 20705 
 

We call your attention to 21 CFR 314.81(b)(3) which requires 
that all promotional materials be submitted to the Division of  
Drug Marketing, Advertising, and Communications with a completed 
Form FDA 2253 at the time of their initial use. 
   
 
 

Sincerely yours, 
 
{See appended electronic signature page} 
 
Gary Buehler 
Director 
Office of Generic Drugs 
Center for Drug Evaluation and Research 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Robert L. West
5/23/2007 02:21:13 PM
for Gary Buehler
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6. The treatment of hypogonadal men with testosterone esters may potentiate sleep apnea in
some patients, especially those with risk factors such as obesity or chronic lung diseases.

7. ALCOHOL BASED GELS ARE FLAMMABLE. AVOID FIRE, FLAME OR SMOKING UNTIL
THE GEL HAS DRIED.

PRECAUTIONS
Transfer of testosterone to another person can occur when vigorous skin-to-skin contact is made with
the application site (see Clinical Studies). The following precautions are recommended to minimize
potential transfer of testosterone from testosterone gel-treated skin to another person:

• Patients should wash their hands immediately with soap and water after application of testos-
terone gel.

• Patients should cover the application site(s) with clothing after the gel has dried (e.g. a shirt).
• In the event that unwashed or unclothed skin to which testosterone gel has been applied does

come in direct contact with the skin of another person, the general area of contact on the other
person should be washed with soap and water as soon as possible. In vitro studies show that
residual testosterone is removed from the skin surface by washing with soap and water.

Changes in body hair distribution, significant increase in acne, or other signs of virilization of the
female partner should be brought to the attention of a physician.
General
The physician should instruct patients to report any of the following:

• Too frequent or persistent erections of the penis.
• Any nausea, vomiting, changes in skin color, or ankle swelling.
• Breathing disturbances, including those associated with sleep.

Information for Patients
Advise patients to carefully read the information brochure that accompanies each carton of 30 testos-
terone gel single-use packets.
Advise patients of the following:

• Testosterone gel should not be applied to the scrotum.
• Testosterone gel should be applied once daily to clean dry skin.
• After application of testosterone gel, it is currently unknown for how long showering or swim-

ming should be delayed. For optimal absorption of testosterone, it appears reasonable to wait
at least 5-6 hours after application prior to showering or swimming. Nevertheless, showering
or swimming after just 1 hour should have a minimal effect on the amount of testosterone gel
absorbed if done very infrequently.

• SINCE ALCOHOL BASED GELS ARE FLAMMABLE, AVOID FIRE, FLAME OR SMOKING
UNTIL THE GEL HAS DRIED.

Laboratory Tests
1. Hemoglobin and hematocrit levels should be checked periodically (to detect polycythemia) in

patients on long-term androgen therapy.
2. Liver function, prostatic specific antigen, cholesterol, and high-density lipoprotein should be

checked periodically.
3. To ensure proper dosing, serum testosterone concentrations should be measured (see DOSAGE

AND ADMINISTRATION).
Drug Interactions
Oxyphenbutazone: Concurrent administration of oxyphenbutazone and androgens may result in ele-
vated serum levels of oxyphenbutazone.
Insulin: In diabetic patients, the metabolic effects of androgens may decrease blood glucose and,
therefore, insulin requirements.
Propranolol: In a published pharmacokinetic study of an injectable testosterone product, adminis-
tration of testosterone cypionate led to an increased clearance of propranolol in the majority of men
tested.
Corticosteroids: The concurrent administration of testosterone with ACTH or corticosteroids may
enhance edema formation; thus, these drugs should be administered cautiously, particularly in
patients with cardiac or hepatic disease.
Drug/Laboratory Test Interactions
Androgens may decrease levels of thyroxin-binding globulin, resulting in decreased total T4 serum
levels and increased resin uptake of T3 and T4. Free thyroid hormone levels remain unchanged, how-
ever, and there is no clinical evidence of thyroid dysfunction.
Carcinogenesis, Mutagenesis, Impairment of Fertility
Animal Data: Testosterone has been tested by subcutaneous injection and implantation in mice and
rats. In mice, the implant induced cervical-uterine tumors, which metastasized in some cases. There
is suggestive evidence that injection of testosterone into some strains of female mice increases their
susceptibility to hepatoma. Testosterone is also known to increase the number of tumors and
decrease the degree of differentiation of chemically induced carcinomas of the liver in rats.
Human Data: There are rare reports of hepatocellular carcinoma in patients receiving long-term oral
therapy with androgens in high doses. Withdrawal of the drugs did not lead to regression of the tumors
in all cases.
Geriatric patients treated with androgens may be at an increased risk for the development of prosta-
tic hyperplasia and prostatic carcinoma.
Geriatric patients and other patients with clinical or demographic characteristics that are recognized
to be associated with an increased risk of prostate cancer should be evaluated for the presence of
prostate cancer prior to initiation of testosterone replacement therapy.
In men receiving testosterone replacement therapy, screening for prostate cancer should be consistent
with current practices for eugonadal men. Increases in serum PSA from baseline values were report-
ed in approximately 18% of individual patients treated for up to 42 months in an open-label safety study
(see ADVERSE REACTIONS).
Pregnancy Category X (see CONTRAINDICATIONS)-Teratogenic Effects: Testosterone gel is not
indicated for women and must not be used in women.
Nursing Mothers: Testosterone gel is not indicated for women and must not be used in women.
Pediatric Use: Safety and efficacy of testosterone gel in pediatric patients have not been established.

ADVERSE REACTIONS
In a controlled clinical study, 154 patients were treated with testosterone gel for up to 6 months (see
Clinical Studies). Adverse Events possibly, probably or definitely related to the use of testosterone
gel and reported by >1% of the patients are listed in Table 2.

Table 2: Adverse Events Possibly, Probably or Definitely Related to Use of Testosterone Gel in
the 180-Day Controlled Clinical Trial

Dose of Testosterone Gel 
Adverse Event 5 g 7.5 g 10 g

n=77 n=40 n=78
Acne 1% 3% 8%
Alopecia 1% 0% 1%
Application Site Reaction 5% 3% 4%
Asthenia 0% 3% 1%
Depression 1% 0% 1%
Emotional Lability 0% 3% 3%
Gynecomastia 1% 0% 3%
Headache 4% 3% 0%
Hypertension 3% 0% 3%
Lab Test Abnormal* 6% 5% 3%
Libido Decreased 0% 3% 1%
Nervousness 0% 3% 1%
Pain Breast 1% 3% 1%
Prostate Disorder** 3% 3% 5%
Testis Disorder*** 3% 0% 0%

*Lab test abnormal occurred in nine patients with one or more of the following events: elevated hemo-
globin or hematocrit, hyperlipidemia, elevated triglycerides, hypokalemia, decreased HDL, elevated
glucose, elevated creatinine, or elevated total bilirubin.
** Prostate disorders included five patients with enlarged prostate, one patient with BPH, and one
patient with elevated PSA results.
***Testis disorders were reported from two patients: one patient with left varicocele and one patient
with slight sensitivity of left testis.
The following adverse events possibly related to the use of testosterone gel occurred in fewer than
1% of patients: amnesia, anxiety, discolored hair, dizziness, dry skin, hirsutism, hostility, impaired uri-
nation, paresthesia, penis disorder, peripheral edema, sweating, and vasodilation.
In this clinical trial of testosterone gel, skin reactions at the site of application were reported with
testosterone gel, but none was severe enough to require treatment or discontinuation of drug.
Six (4%) patients in this trial had adverse events that led to discontinuation of testosterone gel. These
events included the following: cerebral hemorrhage, convulsion (neither of which were considered
related to testosterone gel administration), depression, sadness, memory loss, elevated prostate spe-
cific antigen and hypertension. No testosterone gel patients discontinued due to skin reactions.
In an uncontrolled pharmacokinetic study of 10 patients, two had adverse events associated with
testosterone gel; these were asthenia and depression in one patient and increased libido and hyper-
kinesia in the other. Among 17 patients in foreign clinical studies there was one instance each of acne,
erythema and benign prostate adenoma associated with a 2.5% testosterone gel formulation applied
dermally.
One hundred sixty-two (162) patients have received testosterone gel, 1% for up to 3 years in a long-
term follow-up study for patients who completed the controlled clinical trial. Table 3 summarizes those
adverse events possibly, probably or definitely related to the use of testosterone gel, 1% and report-
ed by 2 or more subjects in at one treatment group.

Table 3: Incidence of Treatment-Emergent Adverse Events Possibly, Probably or Definitely
Related to the Use of Testosterone Gel in the 3 Year Open-Label Extension Clinical Trial

+Lab test abnormal occurred in fifteen patients with one or more of the following events: elevated AST,
elevated ALT, elevated testosterone, elevated hemoglobin or hematocrit, elevated cholesterol, elevat-
ed cholesterol/LDL ratio, elevated triglycerides, elevated HDL, or elevated serum creatinine.
*Urinary symptoms included nocturia, urinary hesitancy, urinary incontinence, urinary retention, uri-
nary urgency and weak urinary stream.
**Testis disorder included three patients. There were two patients with a non-palpable testis and one
patient with slight right testicular tenderness.

Two patients reported serious adverse events considered possibly related to treatment: deep vein
thrombosis (DVT) and prostate disorder requiring a transurethral resection of the prostate (TURP).
Nine patients discontinued treatment due to adverse events possibly related to treatment with testos-
terone gel, including two patients with application site reactions, one with kidney failure, and five with
prostate disorders (including increase in serum PSA in 4 patients, and increase in PSA with prostate
enlargement in a fifth patient). All patients who discontinued due to an increase in serum PSA did so
by Day 357.
Increases in Serum PSA
During the initial 6-month study, the mean change in PSA values had a statistically significant increase
of 0.26 ng/mL. Serum PSA was measured every 6 months thereafter. While there was no statistically
significant increase in mean PSA from 6 months through 36 months of testosterone gel treatment for
the overall group of 162 patients enrolled in the long-term extension study, there were increases in
serum PSA seen in approximately 18% of individual patients. In the long-term extension study, the
overall mean change from baseline in serum PSA values for the entire group was 0.11 ng/mL.
Twenty-nine (29) (18%) patients met the per-protocol criterion for increase in serum PSA value,
defined as a value ≥2X the baseline value or any single absolute value ≥6 ng/mL. Twenty five of these
patients met this criterion by virtue of a post-baseline value at lease twice the baseline value. In most
of these cases (22/25), the maximum serum PSA value attained was ≤2 ng/mL. The first occurrence
of a pre-specified, post-baseline increase in serum PSA was seen at or prior to Month 12 in most of
the patients who met this criterion (23 of 29; 79%). Four patients met this criterion by having a serum
PSA ≥6 ng/mL and in these, maximum serum PSA values were 6.2 ng/mL, 6.6 ng/mL, 6.7 ng/mL, and
10.7 ng/mL (in testosterone gel-treated patients). In two of these testosterone gel-treated patients,
prostate cancer was detected on biopsy. The first patient’s PSA levels were 4.7 ng/mL and 6.2 ng/mL
at baseline and at Month 6/Final, respectively. The second patient’s PSA levels were 4.2 ng/mL, 5.2
ng/mL, 5.8 ng/mL, and 6.6 ng/mL at baseline, Month 6, Month 12, and Final, respectively.

DRUG ABUSE AND DEPENDENCE

Testosterone gel contains testosterone, a Schedule III controlled substance as defined by the
Anabolic Steroids Control Act.
Oral ingestion of testosterone gel will not result in clinically significant serum testosterone concentra-
tions due to extensive first-pass metabolism.
OVERDOSAGE

No reports of testosterone gel overdose have been received. However, there is one report of acute
overdosage by injection of testosterone enanthate: testosterone levels of up to 11,400 ng/dL were
implicated in a cerebrovascular accident.

DOSAGE AND ADMINISTRATION
The recommended starting dose of testosterone gel is 5 g delivering 5 mg of testosterone systemi-
cally, applied once daily (preferably in the morning) to clean, dry, intact skin of the shoulders and
upper arms and/or abdomen. Serum testosterone levels should be measured approximately 14 days
after initiation of therapy to ensure proper dosing. If the serum testosterone concentration is below
the normal range, or if the desired clinical response is not achieved, the daily testosterone gel dose
may be increased from 5 g to 7.5 g and from 7.5 g to 10 g as instructed by the physician.
Testosterone gel is available in unit-dose packets.
Testosterone gel must not be applied to the genitals.
If using the packets, the entire contents should be squeezed into the palm of the hand and immedi-
ately applied to the application sites. Alternately, patients may squeeze a portion of the gel from the
packet into the palm of the hand and apply to application sites. Repeat until the entire contents have
been applied.
Application sites should be allowed to dry for a few minutes prior to dressing. Hands should be
washed with soap and water after testosterone gel has been applied.

HOW SUPPLIED
Testosterone gel contains testosterone, a Schedule III controlled substance as defined by the
Anabolic Steroids Control Act.
Testosterone gel is supplied in unit-dose aluminum foil packets in cartons of 30. Each packet of 2.5 g
or 5 g gel contains 25 mg or 50 mg testosterone, respectively, and is supplied as follows:

NDC Number Strength Package Size
49884-418-72 1% (25 mg) 30 packets: 2.5 g per packet
49884-510-72 1% (50 mg) 30 packets: 5 g per packet

Keep testosterone gel out of the reach of children.

Storage
Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP Controlled Room
Temperature].

Disposal
Used testosterone gel packets should be discarded in household trash in a manner that prevents acci-
dental application or ingestion by children or pets. In addition, any discarded gel should be thoroughly
rinsed down the sink or discarded in the household trash in a manner that prevents accidental appli-
cation or ingestion by children or pets.

Manufactured by:
Paddock Laboratories, Inc.

Minneapolis, MN 55427

Manufactured for:
Par Pharmaceutical Companies, Inc.

Spring Valley, NY 10977

Revised: 04/07                                           OS418-72-42-02

Adverse Event
Category/Classification

Treatment Group
% (N=162)

Lab Test Abnormal+ 9.3% (15)
Skin Dry 1.9% (3)
Application Site Reaction 5.6% (9)
Acne 3.1% (5)
Pruritus 1.9% (3)
Enlarged Prostate 11.7% (19)
Carcinoma of Prostate 1.2% (2)
Urinary Symptoms* 3.7% (6)
Testis Disorder** 1.9% (3)
Gynecomastia 2.5% (4)
Anemia 2.5% (4)





What to do if someone else is exposed to testosterone gel 1%.
If someone else is exposed to testosterone gel 1% either by direct contact with the gel itself
or indirectly because of contact with your treated skin, that person should wash the area of
contact with soap and water as soon as possible. The longer the gel is in contact with the
skin before washing, the greater is the chance that some testosterone will be absorbed by
the other person. This is especially important for women (especially pregnant women) and
children. They have naturally low levels of testosterone and could be harmed by it.

What to do if you get testosterone gel 1% in your eyes.
If you get testosterone gel 1% in your eyes, rinse your eyes right away with warm clean
water to flush out any testosterone gel 1%. Seek medical attention if needed.

What to do if you miss a dose.
If you miss a dose, do not double your next dose the next day to catch up. If your next dose
is less than 12 hours away, it is best just to wait. Do not take the skipped dose. If it is more
than 12 hours until your next dose, take the dose you missed. Resume your normal dos-
ing the next day.

What should I avoid while using testosterone gel 1%?
It is important that you do not spread the medicine to others, especially women and chil-
dren. Be sure to wash your hands after applying testosterone gel 1%. Do not allow other
persons to contact your skin where you have applied testosterone gel 1%, especially preg-
nant or nursing women. Testosterone may harm the developing baby. ALCOHOL
BASED GELS ARE FLAMMABLE. AVOID FIRE, FLAME OR SMOKING UNTIL THE
GEL HAS DRIED.

What are the possible side effects of testosterone gel 1%?
Testosterone gel 1% may cause the following side effects:
� breast development and breast discomfort
� extra fluid in the body. This may cause serious problems for patients with heart, kidney,

or liver damage.
� sleep disturbance called "sleep apnea." This is more likely in patients who are over-

weight or who have lung disease.
� prostate enlargement, sometimes accompanied by difficulty urinating
� emotional problems like depression
� changes in blood levels of cholesterol. This may be monitored and prevented by periodic

blood tests.

Tell your doctor if you develop any of the following side effects:
� penis erections that are too frequent or continue too long
� nausea, vomiting, yellow or darker skin (jaundice), or ankle swelling
� breathing problems, including problems breathing while sleeping
� difficulty urinating
� any side effect that concerns you

Tell your doctor about other medicines you are taking. Testosterone gel 1% may affect how
these medicines work, and you may need to have your doses adjusted.

Tell your doctor if your female partner develops changes in hair distribution, increases in
acne or other signs of masculinity.

Older patients may be at increased risk of developing enlarged prostate or prostate cancer.
This also may be monitored by periodic blood tests and prostate exams.

Disposal
Used testosterone gel 1% packets should be discarded in the household trash in a man-
ner that prevents accidental application or ingestion by children or pets. In addition, any
discarded gel should be thoroughly rinsed down the sink or discarded in the household
trash in a manner that prevents accidental application or ingestion by children or pets.

Other Information
Never share your testosterone gel 1% with anyone. Every patient is different. Your doctor
has prescribed testosterone gel 1% specifically for your needs. Use testosterone gel 1%
only for the condition for which it was prescribed. Medicines are sometimes prescribed for
purposes other than those described in a patient information leaflet. If you have any ques-
tions or concerns about your testosterone gel 1% treatment, ask your health care provider
or pharmacist. They can answer your questions and give you the printed information about
testosterone gel 1% that is written for health professionals.

Keep testosterone gel 1% out of the reach of children.

Inactive Ingredients:
Ethanol, purified water, sodium hydroxide, Carbomer 940 and isopropyl myristate.

Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP
Controlled Room Temperature].

Manufactured by:
Paddock Laboratories, Inc.

Minneapolis, MN 55427

Manufactured for:
Par Pharmaceutical Companies, Inc.

Spring Valley, NY 10977

Issued: 12/06 PI418-72-42-02
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 REVIEW OF PROFESSIONAL LABELING 
DIVISION OF LABELING AND PROGRAM SUPPORT 

LABELING REVIEW BRANCH 
____________________________________________________________________________________ 
____________________________________________________________________________________ 
 
ANDA Number:    76-744    
 
Date of Submission:  December 26, 2006 (Amendment) 
 
Applicant's Name:   Par Pharmaceuticals (transferred from Paddock Laboratories, Inc.) 
 
Established Name:  Testosterone Gel, 1% 
_________________________________________________________________________________ 
____________________________________________________________________________________ 
 
Labeling Deficiencies: 
 
1. CONTAINER (2.5 g and 5 g unit-dose foil packets) 

Satisfactory in final print as of the December 26, 2006 e-amendment.   
 

2. CARTON (30 x unit-dose packets) 
 Satisfactory in final print as of the December 26, 2006 e-amendment.   
 
3. PHYSICIAN INSERT  

Due to changes in the insert labeling for the reference listed drug, (AndroGel® (testosterone gel) by Unimed 
Pharmaceuticals NDA 21-015/S-011 approved August 11, 2005.), please revise your labeling to be in accord with 
the attached labeling.  You are not seeking approval for the drug product in metered-dose pumps.  Therefore, 
please do not include information pertaining to the pumps in your insert.   

 
4. PATIENT INFORMATION AND INSTRUCTIONS FOR USING 
 Satisfactory in final print as of the December 26, 2006 e-amendment.   
 
Revise your labeling, as instructed above, and submit final printed labeling electronically according to 
the guidance for industry titled Providing Regulatory Submissions in Electronic Format – ANDA.  
 
Prior to approval, it may be necessary to revise your labeling subsequent to approved changes for the 
reference listed drug. In order to keep ANDA labeling current, we suggest that you subscribe to the daily 
or weekly updates of new documents posted on the CDER web site at the following address - 
http://www.fda.gov/cder/cdernew/listserv.html  
 
To facilitate review of your next submission, and in accordance with 21 CFR 314.94(a)(8)(iv), please 
provide a side-by-side comparison of your proposed labeling with the enclosed copy of the reference listed 
drug's labeling with all differences annotated and explained. 
 
 
 

                
 

 
Attachment: RLD insert labeling 







---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ruby Wu
4/11/2007 12:21:18 PM
MEDICAL OFFICER

John Grace
4/12/2007 10:57:41 AM
MEDICAL OFFICER
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Ruby Wu
5/8/2007 03:55:35 PM
MEDICAL OFFICER

John Grace
5/9/2007 12:09:58 PM
MEDICAL OFFICER
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This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Kathy P. Woodland
5/18/2007 10:33:28 AM
CHEMIST

Gururaj Bykadi
5/21/2007 06:46:05 AM
CHEMIST

Benjamin Danso
5/31/2007 11:11:13 AM
CSO
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 OGD APPROVAL ROUTING SUMMARY
 
ANDA # 76-744 Applicant Par Pharmaceutical, Inc. 
Drug  Testasterone Gel    Strength(s)1%
 
APPROVAL    TENTATIVE APPROVAL    SUPPLEMENTAL APPROVAL (NEW STRENGTH)    OTHER  
 
REVIEWER:       DRAFT Package  FINAL Package
 Date15 May 2007   Date5/23/07 1.   Martin Shimer        
     Chief, Reg. Support Branch   

Contains GDEA certification:   Yes    No  Determ. of Involvement? Yes   No  

InitialsMHS Initialsrlw/for

(required if sub after 6/1/92)      Pediatric Exclusivity System 
       RLD =      NDA#21-015 
Patent/Exclusivity Certification: Yes    No        Date Checked 5/23/07 
If Para. IV Certification- did applicant        Nothing Submitted         
Notify patent holder/NDA holder Yes    No   Written request issued    
Was applicant sued w/in 45 days:Yes    No   Study Submitted     
Has case been settled:          Yes    No  Date settled:      
Is applicant eligible for 180 day         
Generic Drugs Exclusivity for each strength:  Yes    No  
Date of latest Labeling Review/Approval Summary       
Any filing status changes requiring addition Labeling Review  Yes    No        
Type of Letter:Full Approval 
Comments:Firm submitted PIV cert to the '894 patent.  Par notified and was sued within 
45 days triggering a 30 month stay of approval.  This stay was effectively ended once 
Par and Unimed entered into a settlement and licensing agreement ending the ongoing 
litigation.  Watson ANDA 76-737 had been eligible for 180 day exclusivity.  However, 
on 10/31/2006 Watson relinquished their eligibility to this exclusivity clearing the 
way for all subsequent PIV filers.  This ANDA is eligible for Full Approval.  

 
 
 
2.  Project Manager, Ben Danso Team5    
 Review Support Branch       
     

Date4-10-07   Date 5-10-07  
InitialsBD Initials     

Original Rec′d date5-21-03 EER Status   Pending   Acceptable  OAI  
Date Acceptable for Filing5-22-03 Date of EER Status 4-24-07
Patent Certification (type)P4 Date of Office Bio Review 6-15-04
Date Patent/Exclus.expires 8-30-2020  Date of Labeling Approv. Sum 5-9-07
Citizens' Petition/Legal Case Yes  No    
(If YES, attach email from PM to CP coord) 

Date of Sterility Assur. App.    
Methods Val. Samples Pending  Yes  No  

First Generic                 Yes  No   MV Commitment Rcd. from Firm  Yes  No  
Priority Approval   Yes  No  
(If yes, prepare Draft Press Release, Email 
it to Cecelia Parise) 

Modified-release dosage form: Yes   No   
Interim Dissol. Specs in AP Ltr:  Yes  

Acceptable Bio review tabbed Yes  No    
Bio Review Filed in DFS:    Yes  No   
Suitability Petition/Pediatric Waiver  
Pediatric Waiver Request Accepted   Rejected  Pending  
Previously reviewed and tentatively approved            Date 10-27-04
Previously reviewed and CGMP def. /NA Minor issued        Date       
Comments:      

 
 
3. Labeling Endorsement  
 Reviewer:           Labeling Team Leader: 
 
  

Date        DateThu 5/17/2007 1:07 PM 
Name/Initials      Name/InitialsGrace, John F

 Comments: 
 concur 
 
_____________________________________________  
From:  Wu, Ruby (Chi-Ann)   
Sent: Thursday, May 17, 2007 12:00 PM 
To: Danso, Benjamin; Grace, John F 
Subject: RE: ANDA 76-744 (PAR's TESTOSTERONE) 



 
I checked OB, DSS and USP.  Drug product not subject to a USP monograph.   
 
Labeling AP summary signed off 5/9/07 remains acceptable. 
 
Ruby 
 
 
4. David Read (PP IVs Only) Pre-MMA  Language included    Date 5/23/07 
 OGD Regulatory Counsel,   Post-MMA Language Included    Initialsrlw/for 

Comments:N/A. 
 
 
5. Div. Dir./Deputy Dir.               Date5/17/07 
    Chemistry Div. I II OR III       InitialsRMP 

Comments:It was TAed on 10/27/04.There is no change in the section. Recommend AP. 
 
 
 
 
6. Frank Holcombe   First Generics Only    Date5/23/07 
    Assoc. Dir. For Chemistry       Initialsrlw/for   
 Comments: (First generic drug review) 
 N/A.  This ANDa was granted tentative approval on Oct0ber 27, 2004.  In addition, 
      Watson's ANDA 76-737 for this drug product was approved on January 27, 2006. 
 
 
            
7.   Vacant          Date      
 Deputy Dir., DLPS         Initials      
 RLD = Androgel  1% 
            Unimed Pharmaceuticals, Inc.  NDA 21-015 
 
 
 
 
8.   Peter Rickman         Date5/23/07 
     Director, DLPS         Initialsrlw/for 

Para.IV Patent Cert: Yes   No ;Pending Legal Action: Yes  No ; Petition: Yes  No  
     Comments:This ANDA was tentatively approved on October 27, 2004.  Refer to the  

administrative sign off form completed at that time.  Final approval was blocked 
because of the 30-month stay in effect as a result of Par's (formerly Paddock's) 
challenge of the '894 patent.  Ownership of this ANDA was transferred from Paddock 
to Par Pharmaceutical Inc. in 2006.  On December 13, 2006, Par provided  
documentation of a licensing agreement with the patent holder (Unimed).  This  
licensing agreement allows Par to market testosterone gel effective the earliest 
of August 31, 2015, or upon the date any other generic product referencing Androgel 
or an authorized generic of Androgel is offered for sale in the U.S.  On December 
26, 2006, Par submitted a minor amendment to request final approval based upon the 
licensing agreement.  Par stated that no changes had been made to the CMC section 
of the ANDA since the date of the tentative approval.  Updated FPL was also  
submitted on 5/3/07. 
 
        FPL found acceptable for final approval 5/9/07 (DFS). 
 
        CMC found acceptable for approval (Chemistry Review #4) 5/18/07.  Methods 
validation was not requested. 

 
OR 
 
 
8. Robert L. West         Date 5/23/07 
      Deputy Director, OGD        Initials RLWest 
      Para.IV Patent Cert: Yes  No ; Pending Legal Action: Yes  No ; Petition: Yes  No  
      Press Release Acceptable  
 Comments:Acceptable EES dated 4/24/07 (Verified 5/23/07).  No "OAI" Alerts noted. 
 
      Based upon the settlement agreement between Par and Unimed, this ANDA is 
      recommended for final approval. 



 
 
 
9.   Gary Buehler         Date 5/23/07 

Director, OGD         Initials rlw/for 
Comments:      
First Generic Approval       PD or Clinical for BE      Special Scientific or Reg.Issue  

 Press Release Acceptable  
 
 
10. Project Manager, Team Ben Danso      Date      

Review Support Branch        Initials       
 

     Date PETS checked for first generic drug (just prior to notification to firm)  
 
Applicant notification: 
     Time notified of approval by phone  
     Time approval letter faxed 
 
FDA Notification: 
     Date e-mail message sent to "CDER-OGDAPPROVALS″ distribution list. 
     Date Approval letter copied to \\CDS014\DRUGAPP\ directory. 
 

 



---------------------------------------------------------------------------------------------------------------------
This is a representation of an electronic record that was signed electronically and
this page is the manifestation of the electronic signature.
---------------------------------------------------------------------------------------------------------------------
 /s/
---------------------
Benjamin Danso
6/5/2007 12:20:37 PM




